1033918

fmg P Science For A Better Life
.

June 18, 2020

U.S. Environmental Protection Agency
Document Processing Desk - 8(a){2)
Office of Pesticide Programs - 7504P
Room 5-4900, One Potomac Yard
Arlington, VA 22202-4501

SUBJECT: 6(a)2) Incidents Accumulated for Month of May, 2020
Dear Sir/fMadam:

Please find additional Bayer Animal Health Division 6(a){2) incidents

accumulated during the month of May, 2020. These incidents e ealtih
are being submitied in accordance with FIFRA Section 8(a)(2). P.O. Box 390
Shawnee, Mission, KS

662010350

Please feel free to contact me at chris.ensley@bayer.com or 913-268-2730,

if | can provide any additional information, or to be any further assistance.

Respectfully,
BAYER
ANIMAL HEALTH DIVISION

Chris Ensley
Regulatory Affairs Specialist

Encl: Bayer report nos:
2020-U500184498, 2020-US0019688, 2020-US00198790, 2020-US0021455, 2020-Us50022906

ED_005739A_00423812-00001



i;é Science For A Beller Life

June 18, 2020

Adverse Effects Coordinator
Department of Pesticide Regulation
Pesticide Registration Branch

1001 | Street, PO Box 4015
Sacramento, CA 95812-40158

SUBJECT: 6(a)(2) Incidents Accumulated for Month of May, 2020
CCR Section 6210 Submission

Adverse Events Coordinator:

Enclosed please find Bayer's letters addressed to the U.S. EPA with the
descriptions of Animal Health incidents attached and submitted to

FIFRA 6(a)(2). Please feel free to contact me at chris.ensley@bayer.com or

913-268-27 30, if | can provide any additional information, or to be any

further assistance.

Respectfully,
BAYER
ANIMAL HEALTH DIVISION

C@me& gmm%

Chris Ensley

Regulatory Affairs Specialist

Encl: U.S. EPA Istters dated June 18, 2020 with attachments.

Bayer
Anirnal Health

P.0. Box 390
Shawnee, Mission, KS
662010390

ED_005739A_00423812-00002



mgm Science For A Better Life

June 18, 2020

Labelle Hicks, Ph.D. DABT

Maine Board of Pesticides Control
28 Statehouse Station

Augusta, ME 04333

SUBJECT. 6(a)(2) Incidents Accumulated for Month of May, 2020.

Dear Dr. Hicks:

Enclosed please find Bayer's letlers addressed to the U.S. EPA with the

descriptions of Bayer Animal Health incidents attached and submitted pursuant

to FIFRA 6(a)(2). Please feel free to contact me at chris.ensley@bayer.com or

913-268-2730, if | can provide any additional information, or to be any

further assisiance.

Respectiully,
BAYER
ANIMAL HEALTH DIVISION

.
A

Chris Ensley

Regqulatory Affairs Specialist

Ench U8, EPA lefters dated June 18, 2020 with attachments‘.

Bayer
Animal Health

P.O. Box 390
Shawnee, Mission, K8
68201 -0390

ED_005739A_00423812-00003



ﬁmg Science For A Better Life
e

June 18, 2020
Paula McBath, Enviromental Chemist il
Pesticide Product Registration Section

New York State Department of Environmental Conservation

625 Broadway
Albany, NY 12233-7257

SUBJECT: 6(a)(2) Incidents for Month of May 2020 Section 326.14 (f) Reporting
Dear Paula McBath:

Enclosed please find Bayer's letters addressed to the U.S.

EPA with the descriptions of Animal Health incidents attached and submitted B el

pursuant to FIFRA 6(a)}(2). P.O. Box 390

Shavwnes, Mission, K8
66201-0290

Please feel free to contact me at chris.ensley@bayer.com or 813-268-2730,

if | can provide any additional information, or to be any further assistance.

Respectiully,
BAYER
ANIMAL HEALTH DIVISION

C%};@g G

Chris Ensley

Regulatory Affairs Specialist

Encl: U.S. EPA letters dated June 18, 2020 with attachments.

ED_005739A_00423812-00004



‘\ ":{f*ig Science For A Betler Life
e

June 18, 2020

Mr. Kevin Haack

Texas Department of Agriculture

Pesticide Registration Program

Stephan F. Austin Building

1700 No. Congrass Ave,, Austin, TX 78701

SUBJECT: 6(a)(2) Incidents Accumulated for Month of May, 2020
Dear Mr. Haack:

Enclosed please find Bayer's letters addressed to
the U.S. EPA with the descriptions of Animal Health incidents
attached and submitted pursuant to FIFRA 6(a}(2).

Please feel free to contact me at chris.ensley@bayer.com or at
913-268-27 30, if | can provide any additional information,

or to be any further assistance.

Respeactfully,
BAYER
ANIMAL HEALTH DIVISION

SRRy
Tt &)

Regulatory Affairs Specialist

Chris Ensley

Encl: L1.5. EPA letters dated June 18, 2020 with attachments.

Bayer
Animal Health

7.0, Box 390
Shawnee, Mission, K8
G6201-0350

ED_005739A_00423812-00005



Voluntary Industry Reporting Form for 6(a)(2) Adverse Effects Incident Information

Provide all known, required information. If required data field information Is unknown, designate as such in appropriate area.

-001

Page 1 of 3

Row i Reperter Name Submission Contact person (if different than reporter) | Internal 1D #
g . - date. s e

Administrative Ms  Sherry Gakley Not Applicable 2070-U50018448
Data 06-18-2020

Address Address

18061 S Lombard Ave USA

EVANSYILLE

Indiana

47714

Usa

Phone # Phone #

8125731397
incident Status: Location and date of incident. [Drate registrant Was incident part of larger study ¥
B0 ” +
Naw f‘m,».adrf) et aware of
1f update, include date of et No
original submission 05 -04-2020
- 3 ~402U
04-29-2020

Row?2 EPA& Registration # (Product 1) EPA Registration # (Product 2) EPA Registration # (Product 3)
Pesticide(s)
Involved 11558-155

Al (s} AL (s} Al (s}

Flumethrin-Imidacloprid
Product 1 name Product 2 name Product 3 nams
Seresto {unspecified)
Exposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution 7§ Exposed to concentrate prior to diliution ¢
Formulation Formulation Formulation
Collar
Row3 Evidence label directions |Incident site: (Examples include home, yard, Situation (act of using product) (examples
Tncident were not followad? scheol, industrial, nursery/ gresnhouse, including mixingfloading, reentry,
Circumstances Yes surface water, commercial turf, application, transportation, repair,
. o building/offics, forest/woods, agricultural maintenance of application eguipment,
Intentional misuse {specify crop), right-of-way, (rail, utility, manufacturing/formulating),
No highway)).

Applicator certified
PCO?
No

Home

See Incident Description HNotes

How exposed:
{examples include direct
contact with treated
surface, ingestion, spill,
drift, runoff).
See Incident
Description

Brief description of incident circumstances

Version tunapproved

6
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Voluntary Industry Reporting Form for 6(2)(2) Adverse Effects Incident Information

Provide all known, required information. If required data field information is enknown, designate as such in appropriate area. Page 2 0f 3

Internal 1D # 2020-U50018498

Brief description of incident circumstances

On 28-Apr-2020, a 66 year old, 150 pound, woman, in unknown condition, with the concomitant
medical conditions of allergies, asthma, type II diabetes, hypertension and a thyroid cyst,
salf administered tiotropium bromide, mometasone furoate and formotercol fumarate, cetirizine,
montelukast, thyroxine and losartan since approximately 2020, was secondarily exposed to an
unknown amount of a Seresto {at (Flumethrin-Imidacloprid) collar and an unknown amount of a
Seresto Small Dog (Flumethrin-Imidacloprid) collar on the skin when she applied the collars to
her 2 dogs and 2 cats and 1 cat freguently sat in her lap.

On 29-Apr-2020, the individuzl experienced generalized hives and pruritus. She self
administered 50 mg of diphenhydramine approximately 3 times daily and the clinical signs
improved but continued.

On 04-May-2020, after the individual took a shower, the generalized hives and pruritus
resolved. 5She recovered without medical intervention.

Mo further information is expected. The case is closed.

Version :unapproved

ED_005739A_00423812-00007
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Voluntary Industey Reporting Form for 6{(a)(2) Information Involving Humans
Provide all known, required information. If required data field information is unknown, designate as such in appropriate area. Page 3 of3

Demographic information: Exposure route:

v o Was adverse effect result of Was protective clothing worn
Agei 66 Year(s) - suicide/homicide or attempied {specify} ?

R suicide/homicide?
Sex: Female

Occupation ( if relevant) Qther No
1f femnale, pregnant 7 Was exposure occupational? Time between exposure and
onset of symptoms:
Unknown to Company If yes, daya lost due to illness: 1 Days
Type of medical care sought {examples | List signs/symptoms/adverse effects 11 lab tests were performed, list
include none, clinic, hospital emergency {Urticaria test names and results(1f available
department, private physician, PCC, Pruritus subniit report).
hospital inpatient) None reported

Exposure data:
Amount of pesticide:
Unknown per 1

Expose duration:

65 Day(s)

Patient weight:

150 Pounds

Human severity category

H-C

This ax can be used to provide any explanatory or qualifying information surrounding the incident, {(add additions! pages if necessary)

Internal ID#

2020-450018498

Version : unapproved

8
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Yolantary Industry Reporting Form for 6(a)(2) Adverse Bffects Incident Information

Provide all knovws, required information. If required data field information is unkvown, designate as such in appropriate ares.

-002

Page L of 3

Row 1 Reporier Nanie Subraissicn Contact person (if different than reporter) | Internal [ 4
A drvin it v e date. :
Administrative  iup Mark  Sehvarcs Not Applicable 2020- 450019638
Data 06-18-2020
Address Address
91 W ST MARYS R U5A
WILKES BARRE
Pennsvlvania
18706
USA
Phone # Phone #
{578) 855-3035
Incident Statas: Lecation and date of incident. Diate registrant Was incident part of larger study 7
e became aware of
N . ncident.
if update,include date of o
original submission a5 100
- . Yy 5-08-2020
04-15-20320
Row EPA Repistration # (Product 1) EPA Registration # {Product 2} EPA Registration # {Product 3}
Festicide(s)
Involved 11556-155
AL {s) Al (s AL (5)
Flumethrin-Imidacloprid
Product | pame Product 2 name Product 3 name
Seresto Smail Dog
Exposed to concentrate prior to dilwinn 7 | Exposed to concentrats prior o difution 7 | Exposed to concentrate priog {o dilution 7
Formufation Formulation Formaulation
Collar
Row3 Evidence label dirgctions {Incident site: (Examples include home, vard Situation {act of uaing product) (examples
Inecident were not followed? school, industrial, nwrsery/ greenhouse, ncluding mixingloading, reentry,
Circumstances Yas >urmce Yvatér, cnmme'rcial turf, ' apglimtiom traﬂnspc\,rktatifm, re:pfiir,
. ] building/office, forestwoods, agricultural maintenance of application equipment,
Intentional misuse {spacify crop), right-of-way, (rall, utility, manufactwringformulating)
No highway }).

Applicator certifid
PCOY

No

Home

Description Notes

How exposaed:
{examples mclude direct
contact with treated
surface, ingestion, spitl
drift, runcff}.

See Incident
Description

Biief deseription of incident circumstances

Version  [3-May-2020 at 14:20
9
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Voluntary Industry Reporting Form for 6(a)(2) Adverse Effects Incident Information
Provide all known, required information. If required data field iuformation is nnknown, designate as such in appropriate area. Page 2 of 3

Internal ID ¢ 2020-450019698

Brief description of ncident circunstances

On approximately 01-Apr-2020, a 51 vear old, man, in unknown condition, with no known
concomitant medical conditions, was secondarily exposed to an unknown amount of a Seresto 5Small
Bog {(Flumethrin-Imidacloprid) collar on the skin when his dog would rub against him after
product application.

On approximately 15-Apr-2020, the individual experienced edemaz on the right side of the face
and & swollen lip. He was examined by a physician and started on an unspecified steroid to be
administered for 5 days. The individual also self administered diphenhydramine.

On approximately 16-Apr-2020, the clinical signs resolved and the diphenhydramine was
discontinued,

On approximately 20-Apr-2020, the unspecified steroid was discontinued.
On 08-May-2020, he experienced edema on the left side of his face and 2 recurrence of a

swollen 1ip. He self administered an unspecified steroid and the clinical signs continued
unchanged.

Version @ 13-May-2020 at 14:20

10
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Voluntary Industry Reporting Form for 6{a}{2) Information Involving Humans

Provide all known, required information. If required data field information is snknown, designate as such in appropriate arca.

Page 3 0f3

Demographic mformation:
Ager 51 Year{s) -

fex: Male
Occupation { if relevavt)

Exposure route:

Qther

Was adverse effect result of
suicide/homicide or attempted
suicide/homicide?

No

Was protective clothing worn
{specify) ?

If female, pregnant 7

Was exposure sccupational?

if yes, days lost due o illness:

Time betwosn exposwrs and
onset of symptoms:

2 Weeks ¥

Type of medical care sought {examples
inciude none, clinic, hospital emergency
department, private physician, PFCC,
huspital inpatient)

Exposure data:
Amount of pesticide:

dnknown per 1

Expose duration:
1 Days
Paticni weight:

Unknown

Humnan severity cate

Q0TY
H-C

List signsfsymptomsiadverse sffects
Allergic ocedema
Allergic cedena

if fab tests were performed, st
test names and resufts{1f available
submuit report).

None reported

This box can be used to provide sny explanatory or qualifying information surrounding the incident. {add addivional pages if necessary}

Internal [D #

2024-450019698

* approsimals

Version : 13-May-2020 at 1420

11
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Voluntary Industry Reporting Form for 6(a)(2) Adverse Effects Incident Information

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

-003

Page 1 of 3

Bow il Reporter Mame Submission Contact person (if different than reporter) | Internal ID #
imistrati . date. "

Administrative tus  cargh L aake Not Applicable 3078-USO015750
Data 06-18-20G20

Address Address

USA USA

Phone # Phone #

215-514-1545
Incident Status: Location and date of incident. Date registrant Was incident part of larger study ?
p £
New I‘fyec‘z;metawam of
If update,include date of neident. No
original submission 05-08-7020
05-03-2020

Row?2 EPA Registration # (Product 1) EPA Registration # (Product 2) EPA Registration # (Product 3}
Pesticide(s)
Involved 11556-155

AL (s) A (s) AL (s)

Flumethrin-Imidacloprid
Product | name Product 2 name Product 3 name
Seresto Small Dog
Exposed to concentrate prioy to dilution ? | Exposed to concentrate prior to difution 7 | Exposed to concentrate prior to dilution ?
Formulation Formulation Formulation
Collar

Row 3 Evidence label directions | Incident site: (Examples inchide home, yard, Situation {act of using product) (examples
{ncident were not followed? school, industrial, nursery/ greenhouse, including mixing/loading, reentry,
Circumstances Yes surface water, commercial turf, application, transportation, repair,

Intentional misuse

building/office, forestiwoods, agricultural
{specify crop), right-of-way, (rail, wtility,

maintenance of application cquipment,
manufacturing/formulating).

{examples include direct
contact with treated
swiace, ingestion, spifl,
drift, runoif).
See Incident
Description

No highway)).
o Trei by b R K .
Applicator certified Home See Incident Description Notes
PCO?
No
How exposed: Brief description of incident circumstances

Version : 13-May-2020 at 17:23

12
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Voluntary Industry Reporting Form for 6{a}?) Adverse Effects Incident Information
Provide alf known, required information. If required data fizld information is unkaown, designate us such in appropriate area, Page 2 of 3
Internal ID # 2020-US0015750

Brief deseription of incident circumstances

On approximately (8-Apr-2020, a 2€ vear old, 100 pound, woman, in unknown condition, with no
known concomitant medical conditions, was secondarily exposed to an unknown amount of a Seresio
small Dog (Flumethrin-Imidacioprid) collar on the hands when she placed the colliar on her pet
and had daily contact with the pet.

On approximately 03-May-2020, the individual experienced generalized pruritus.
On 07-May-2020, she attended a2 virtual consult with nher physician. It was determined shs
<o

experienced contact dermatitis and was started on an unspecified steroid to be spplied
topically. The ciinical signs continued,

Version : 13-May-2020 at 17.25

13
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Voluntary Industey Reporting Form for 6(a)}2) Information Involving Humans

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

Page 3 0f3

Demographic information:
Age 20 Year(s) -

Sex: Female
Cecupation { if relevant)

Exposure route:

Other

Was adverse effect result of
suicide/homicide or attempted
uicide/homicide?

NO

Was protective clothing worn
{specity) ?

If femsle, pregnant 7

Ko

«

Was exposure occupational?

it yes, days lost due to iliuess:

Time between exposuwre and
onset of symptorms:

2% Days *

Type of medical care sought {(examples
include none, clinic, hospital cimergensy
department, private physician, PCC,
hospital npatient)

unknown topical stereoid

Exposure data:
Amount of pesticide:
Unknown per 1

Expose daration:

0 Days

Patient weight:

100 Pounds

Human severity category

H-C

List signsfsymptoms/adverse effects
Pruritus

Dermatitis and eczema

1f lab tests were performed, list
test names and results(If available
submit report).

Mone reported

This box can be used to provide any explanatory or qualifying information surrounding the incident. (add additional pages if necessary)

Interpat ID &

2026-U50018780

* approximate

Version @ 13-May-2020 at 17:25
14
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Voluntary Industry Reporting Form for 6(a)(2) Adverse Effects Inecident Information

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

-004

Page 1 0f 3

Row }
Administrative
Diata

Reporter Name Subinission Contact person (if different than reporter) | Internal ID #

Ms  Amy Sampson date. Not Applicable 2070-1U506021455
06-18-2030

Address Address

2 Marsh Ave USA

CHARLTON DEPOT

Massachusetts

015091

USA

Phone # Phone #

978-417-1175

Incident Status:

New

Location and date of incident.

Date registrant
became awars of

Was incident part of larger study 7

- . incident.
1f update,include date of i "
L . O
original submission 05-15-2020
05-11-2020 cooTm
Row 2 EPA Registration # {Product 1} EPA Registration # (Product 2} EPA Registration # (Prodoct 3}
Pesticide(s}
Involved 11556-155
Al (s} Al {s) AL (s)
Flumethrin-Imidacloprid
Product | name Product 2 name Product 3 name
Seresto Cat
Exposed to concentrate prior to dilition 7 {Exposed to concentrate prios to dilution 7 | Exposed to concentrate prior to dilution ?
Fornudation Formulation Formulation
Collar
Row 3 Evidence label directions {Incident site: (Examples include home, yard, Situation (act of using produoct ) :(examples
Incident were not followed? school, industrial, mursery/ greenhouse, including mixing/loading, reentry,
Circumstances Ves surface water, commercial turf, application, transportation, repair,

Intentional misuse

No

Applicator certified
PCO?
No

building/office, forest/woods, agrivultural
{specify crop), right-ofoway, {rail, utility,
highway)).

Home

maintenance of application equipment,
mangfacturing/formulating).

S5ee Incident Description Notes

How exposed:
{examplas include direct
contact with treated
surface, ingestion, spill,
drift, runoff).

S5ee Incident
Description

Brief description of incident circumstances

Version : 20-May-2020 at 18:20

15
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Veluntary Industry Reporting Form for 6{a)2) Adverse Effects Incident Information

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area. Page 2 0f3

Internal [D# 2020-US0021455

Brief description of incident circumstances

On 09-May-2020, a woman, in unknown condition, with no known concomitant medical conditions,
was secondarily exposed to an unknown amount of a Seresto {at {(Flumethrin-Imidacioprid) c¢ollar
when her cat cuddled next to her face each day after she applied the collar to her cat earlier
that same day.

On approximately 11-May-2020, the individual experienced erythema, a skin irritatien, a rash
and blisters, all on the face, around the mouth, at the exposure site,

On 14-May-2020, she was examined by a physician and was started on a regimen of an unspecified
oral antibictic and an unspecified steroid.

Cn 15-May-2020, the hiisters around the mouth were rescived, but she experienced skin dryness

and scabs, both on the face, around the mouth, at the exposure site. The clinical signs
continued.

Version @ 20-May-2020 at 18:20
16
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Yoluntary Industry Reporting Form for 8(8)(2) Information Invelving Humans

Provide all known, required information. If required data field information is unknown, designate as such in sappropriste ares.

Page 3 0f 3

Damographbic information:
Ager Adult

Sex  Female
Cecupation { if relevant}

Expogure route: Was adverse offect resudt of

suicide/homicide oy atiempied
suicide/homicide?

Other No

Was protective clothing worn
{specify) 7

If female, pregnant 7

Unknown to Company

Time between exposure and
onsel of symptoms:

Was exposurs occupational?

Ifyes, days lost due to illness: 2 Days *

Typs of medical care sought (examples
inchide none, clinic, hospital smergency
department, private physician, PCC,
bospital inpatient}

The calter has seen PMD

Exposure data:
Amonmt of pesticide:
Unkiown per 1

Expose duration:
4 Days
Patient weight:

UNK

Human severity category

b=

List signs/symptomsiadverse effevts
Application site erythema
Application site reaction NOS
Application site inflammation
Application site hlister
Applicatien site skin change
Application site lesion

If Iab tests were performed, bist
fest names and results{if available
submit report).

None reported

This box can be uged to provide any explanatory or qualifying information surrownding the incident. (add additional pages if necessary)

[nternal I #

2020-U50021455

* approximate

Version @ 20-May-2020 at [8:20

17
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Voluntary Industry Reporting Form for 6(a)2) Adverse Effects Incident Information

Provide all known, requited information. If required data ficld information is unknown, designaie as such in appropriate area.

-005

Pape 1 0t 3

Row | Reporter Name Submission Contact person (if different than reporter) | Internal 1D &
Ininistrative ~ " .o . date. C g
AdmISUEIVE Mg Anpeliese  Blane ¢ Not Applicable I020-U5002 2906
b s

Data 06-18-2020

Address Address

SOUND BEACH HSA

New York

11788

U3A

Phone # Phone #

8318213659
Incident Status: Location and date of incident. Date registrant Was incident part of larger study 7
New Abcc;mc‘ aware of
~ . ) ICIBEn,
i update,.inciude date of i No
original submission 05-21-2030
10-22-2019 o

Row2 EFRA Registration # {Product 1) EP A Regisiration # {(Product 2) EPA Registration # (Product 3)
Pesticide(s)
Involved 11556-155

AL (s} Ad (s} AL (8}

Flumethrin-Imidacloprid
Product 1 name Product 2 name Product 3 name
Seresta Cat
Exposed to concenirate prior to ditution ¥ | Exposedto concentrate prior to dilution 7 | Exposed to concentrate prior to dibdion ?
Formulation Formulation Formulaticn
Collar
Row 3 Bvidence label directions {Incident siter (Examples mnclude home, yard, Situation {(act of using product) :(examples
Tnoident were not foliowed? school, industrial, nursery/ greenbiouse, mcluding mixing/losding, reentry,
Ciromnstances Yes sm:z'h..ce wmﬁer cg;n}l}ﬁraiai turf, . apglicatmu, tra‘nspm‘iat‘ilcm, repair,
. . building/office, forest/woods, agricuitural maintenance of application equipment,
Intentional misuse (specify crop), right-ofeway, (ral, wility, manufactoring/formulating).
Mo highway}).

Applicator certified
POO?
Ho

dome

See Incident Description HNotes

How exposed:
{examples inchude direct
contact with treated
surfzce, ingestion, spill,
drift, ranoff),

Sea Incident
Description

Brief description of incident ctrcumstanses

Version : 27-May-2020 at [6:50

18
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Yoluntary Industry Reporting Form for 6{a)(2) Adverse Effects Incident Information
Provide all known, required information. If required data field information is unknown, designate as such in appropriate ares. Page 2 of 3

Internal 1D # 2020-U50022306

Brief description of incident circwnstanses

]

On approximately 21 Oct 2019, a 65 year old, woman, in unknown condition, with no known
concomitant medical conditions, was secondarily exposed to an unknown amount of a Seresto (at
(Flumethrin-Imidacloprid) cellar on the hands when she applied it to her cat and was exposed
daily.

On approximately 22 Gct 2019, the individual experienced a rash and prurifus, both localized
to small areas of the body, that would wax and wane.

On approximately 10 Feb 2020, she experienced a rash and pruritus, both localized to her arm.
She was examined by a dermatolegist and started on 2 regimen of an unspecified topical
medication to be applied to the affected area.

On approximately 24 Feb 2020, the clinical signs reselved and the unspecified topical
medication was discontinued,

On approximately 15 Mar 2020, she experienced a rash and pruritus, both localized io the back
of her leg behind the knee. She was examined by her primary care physician and was started on
an unspecified medication to be applied topically to the affecied area.

On approximately 28 Mar 2020, the clinical signs resclved and the unspecified medication was
discontinued.

On approximately 21 May 2020, she experienced a rash and pruritus, both localized to her left

arm. She began applying the 2 unspecified medications topically to the affected area. The
clinical signs continued unchanged.

Version : 27-May-2020 at 16:30
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YVoluntary Industry Reporting Form for 6(a)(2) Information [nvolving Humans

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Age: 85 Year(s) - *

Sex : Female
Oceupation { if relevant)

Exposure routs;

Other

Was adverse effect resalt of
syicide/homicide or attempted
suicide/homicide?

No

Was protective clothing womn
(specify) ?

if female, pregnant 7

Ko

‘Was sxposure ocoupational?

1f yes, days lost due to iliness:

Tune bstwsen exposure and
onset of symptoms:

1 Days *

Type of medical care sought (examples
include none, clinic, hospital smergency
department, private physician, PCC,
hospital inpationt}

Patient has seen MD and

Exposure data:
Amounnt of pesticide:
Unknown per 1

Exposs duration:

0 Days

Patient weight:
UNK

Human severity category
¥ Y

H-C

List signs/symptoms/adverse effects

Pruritus

Dermatitis and eczema

If 1ab tests were performed, list
test names and results(if available
subrail report).

None reported

Thus box can be used to provide any explanatory or qualifying nformation surrounding the cident. {(add additional pages if necessary)

Internal 1D #

2020-USD022906

* approximate

Version : 27-May-~2020 at 16:50
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UPS CampusShip - United States Page 1 ofl

UPS CampusShip: View/Print Label

1. Ensure thers ars no other shipping or tracking labels attached to your package. Salect the Print bution on the print dialog
box that appears. Nole; If your browser does not support this function select Print from the File menu 1o print the iabsl.

2. Fold the printed label at the solid line below. Place the label in a UPS Shipping Pouch. i you do not have a pouch, affix the
folded iabel using clear plastic shipping tape over the entire label,

3, GETTING YOUR SHIPMENT TO UPS
Customers with a Dally Pickup
Your driver will pickup your shipment(s} as usual.

Customars without a Dally Pickup

Take vour package fo any location of The UPS Store®, UPS Access Point{TM) iocation, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Oullet near you. ltems sent via UPS Return Saervices{SM) (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources arsa of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CarmpusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Fainl™ LUPE Access Point™
HYPER COMPUTER AND BATTLE GAME VS RE # 8580
11941 JOHNSON OR B510 MIEMAN RD

SHAWNEE KS 86218 SHAWNEE KS$ 65218 SHAWNEE KS 88203
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DEPT. OF PESTICIDE RE
2777 5CUTH CRYSTAL LANE

12809 SHAWNEE MISSION PKWY
SHAWNEE KS 56216
703-305-6701
ONE POT!

BAVER ANIMAL HEALTH
SHIP TO

CHRIS ENSLEY
213-268-2730

Reference # 1: 13815462202

TRACKING #
BILLING: B/P
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UPS CampusShip - United States Page 1 of 1

UPS CampusShip: View/Print L.abel

1. Ensure there are no other shipping or-tracking labsals attached to your package. Select the Print button on the print dialog
hox that appsars. Note: If vour browser dogs not support this function select Prind from the File menu fo print the Iabel.

Fold the printed label at the solid line below. Placs the label in @ UPS Shipping Pouch. If you do not hava a pouch, affix the
folded label using clear plastic shipping tape over the entire iabel,

)

3. GETTING YOUR SHIPMENT TO UPS
Customars with a Daily Pickup
four driver will pickup your shipment(s} as usual.

Customers without a Daily Pickup

Take vour package to any location of The UPS Siora®, UFS Access Point{TM) location, UPS Drop Box, UPS Customer Center,

Staples® or Authorized Shipping Outist near you. ltems sent via UPS Retumn Services(SM) {including via Ground) are also

accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS

Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPGS driver in your area. -

UPS Aucess Poin ™ UPS Access Poind™ UPS Access Fola™

THE UPS STURE {YPE MPUTER AND BATTLE GAME CVE STORE# 8580
13881 WBIRD 8T 41 JOHNSON DR 3810 MiEMAN RD
SHAWNEE K8 66218 SHAWMNEE KS 88218 SHAWNEE K3 56203
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UPS CampusShip - United States Page 1 of 1

UP3 CampusShip: View/Print Label

1. Ensurs there are no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser doas not support this function select Print from the File menu o print the label.

2. Fold the printed label at the solid line halow. Place the labsl in a UPS Shipping Pouch. If you do not have a pouch, affix the
folded labat using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual.

Customers without a Daily Pickup
Take your package to any location of The UPS Store®, UPS Access Point{TM) lacation, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. ltems sent via UPS Return Services{SM) (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.
Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.
Hand the package to any UPS driver in your area.

UPS Access Point™ UPS Access Point™ UPS Access Poipt™

THE UPS STORE HYPER COMPUTER AND BATTLE GAME CVS STORE # 8530

13851 WEIRD ST 11941 JOHNSOMN DR 8810 RIEMAN RD
SHAWNEE 15 66210 SHAWNEE K5 56216 SHAWNEE KS 66202

FOLD HERE
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12809 SHAWNEE MISSION PKWY
TRACKING #: 1Z X66 151 (01 9794 5592

SHAWNEE K8 66216

BAYER ANIMAL HEALTH
SHIP TO

CHRIS ENSLEY
913-268-2730
BILLING: P/P
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UPS CampusShip - United States Page 1 of |

UPS CampusShip: View/Print Label

1. Ensure thers are no othsr shipping or tracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: if your browser does not support this function select Print from the File menu fo print the label.

2. Fold the printed label at the solid line below. Place the label in a UPS Shipping Pouch. If you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label,

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Dailly Pickup
Your driver will pickup your shipment{s) as usual.

Customers without a Daily Pickup

Take your packages to any location of The UPS Store®, UPS Access Point(TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. ltems sent via UPS Retum Services(SM; (including via Ground} are also
accepted at Drop Boxas. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Point™ UPS Azcess P UPS Acoess Poini™
THE UPS STORE HYPER COMP AMD BATTLE GAME CVYSE STORE 48580
13851 WHSRE ST 11841 JOHMNEON DR 6510 MIEMAN RD

SHAWNEE K8 88218 SHAWHEE KS 66218 SHAWNEE K5 86203
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UPS CampusShip - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
hox that appears. Note; If your browser does not support this function select Print from the File menu to print the label.

2. Fold the printed label at the solid line below. Place the label in & UPS Shipping Pouch. If you do not have a pouch, affix the
folded label using clear plastic shipping tape aver the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM} location, UPS Drop Box, UPS Custorner Center,
Staples® or Authorized Shipping Outlet near you. ltems sent via UPS Return Services(SM) (including via Ground) are also
accepted at Drop Boxes. To find the locatlon nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or fufure day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package fo any UPS driver in your area.

UPS Acoess PointT* UPS Actess Point™ UPS Acoess PointT
THE UPS STORE HYPER COMPUTER AND BATTLE GAME CVE STORE # 8580
13851 WB3RD 5T 11841 JOHNSON DR E510 NIEMAN RD
SHAWNEE K5 66218 SHAWNEE XS 85218 SHAWNEE K5 86203
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g,
§%R§ Science For A Better Life
Ly

July 24, 2020

U.S. Environmental Protection Agency
Document Processing Desk - 6(a){2)
Office of Pesticide Programs - 7504P
Room 3-4800, One Potomac Yard
Arlington, VA 22202-4501

SUBJECT: 6(a)(2) Incidents Accumulated for Month of June, 2020
Dear Si/Madam:

Please find additional Bayer Animal Health Division 6(a)(2) incidents
accumulated during the month of June, 2020, These incidents

are being submitted in accordance with FIFRA Section 6(a)(2).

Please feel free to contact me at chris.ensley@bayer.com or 813-268-2730,

if | can provide any additional information, or to be any further assistance.

Respectfully,
BAYER
ANIMAL HEALTH DIVISION

PR
CL‘»% (o S0

Chris Ensley { ‘
Regulatory Affairs Specialist

Encl: Bayer repori nos:

2020-US0025980, 2020-US0031586

Bayer
Animal Health

7.0, Box 390
Shawnes, Migsion, KS
66201-03%0
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2] :::::ii‘.
EW&? Science For A Better Life
B - &&,&

July 24, 2020

Adverse Effects Coordinator
Department of Pesticide Regulation
Pesticide Registration Branch

1001 [ Street, PO Box 4015
Sacramento, CA 85812-4015

SUBJECT: 6{a}2) Incidents Accumulated for Month of June, 2020
CCR Section 6210 Submission

Adverse Events Coordinator:

Enclosed please find Bavyer's letters addressed to the U.&. EPA with the
descriptions of Animal Health incidents attached and submitted fo

FIFRA 6(a)(2). Please feel free to contact me at chris.ensley@bayer.com or

913-268-2730, if t can provide any additional information, or to be any

further assistance.

Respectfully,
BAYER
ANIMAL HEALTH DIVISION

Chris Ensley

Regulatory Affairs Specialist

Ench U.S. EPA letters dated July 24, 2020 with attachments.

Bayer
Animal Health

P.C. Box 390
Shavnee, Mission, K5
66201-0390
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f}:w Science For A Better Life

July 24, 2020

Labelle Hicks, Ph.D. DABT

Maine Board of Pesticides Control
28 Statehouse Station

Augusta, ME 04333

SUBJECT: 6{a}{2) Incidents Accumulated for Month of June, 2020.

Dear Dr. Hicks:

Enclosed please find Bayer's letters addressed to the U.S. EPA with the iiy{;fm —

descriptions of Bayer Animal Health incidents attached and submitted pursuant  p.o. Box39%0
Shawnee, Mission, K8

66201-0390
to FIFRA 6{a)(2). Please feel free to contact me at chris.ensley@bayer.com or
8913-268-2730, if | can provide any additional information, or to be any

further assistance.

Respectfully,
BAYER
ANIMAL HEALTH DIVISION

QEL@% ¢ (

Chris Enslay
Regulatory Affairs Specialist
Encl; U.5. EPA letters dated July 24, 2020 with attachments.

28
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] §W Science For A Betier Life

July 24, 2020

Paula McBath, Enviromental Chemist Il

Pesticide Product Registration Section

New York State Department of Environmental Conservation
625 Broadway

Albany, NY 12233-7257

SUBJECT: 8(a)}(2) Incidents for Month of June 2020 Section 326.14 (f) Reporting
Dear Paula McBath:

Enclosed please find Bayer's letters addressed to the U.S.
Bayer

EPA with the descriptions of Animal Health incidents attached and submitted e ealth

pursuant to FIFRA 6(a)(2). P.O. Box 390

Shawnee, Mission, K8
&6201-0390

Please feel free to contact me at chris.ensley@bayer.com or 813-268-2730,

if | can provide any additional information, or to be any further assistance.

Respectiully,
BAYER
ANIMAL HEALTH DIVISION

=1

C@w Lok w%w

Chris Ensley
Regulatory Affairs Specialist

Encl: U.S. EPA letters dated July 24, 2020 with attachmenits,

29
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%;g Science For A Better Life

A

July 24, 2020

Mr. Kevin Haack

Texas Department of Agriculture

Pesticide Registration Program

Stephan F. Austin Building

1700 No. Congress Ave., Austin, TX 78701

SUBJECT: 6(a){2) incidents Accumulated for Month of June, 2020

Dear Mr. Haack:

Enclosed please find Bayer's letters addressed to
the U.S. EPA with the descriptions of Animal Health incidents
attached and submitied pursuant to FIFRA 6(a){(2).

Please feel free to contact me at chris.ensley@bayer.com or at
913-268-2730, if | can provide any additional information,

or to be any further assistance.

Respectiully,
BAYER
ANIMAL HEALTH DIVISION

) Q

Chris Ensley
Regulatory Affairs Specialist

Encl: U.S. EPA letters dated July 24, 2020 with attachments.

Bayer
Animal Health

P.0. Box 390
Shavnes, Mission, K5
66201-G390
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Voluntary Industry Reporting Form for 6(2)(2) Adverse Effects Incident Information

-006

Rowl
Administrative
Dats

Provide all known, required information. 1f required daia fleld information is unknown, designate as such in appropriate area. Page t of 3
Repaorter Mame Submission Contact person {if different thao reporter} | Internal 1D #
Mro Chris Wallace date. Not Applicabie 1070-US0025990
07-24-2020
Address Address
110 NW 39th Ave USA
Apt 145A
GAINESVILLE
Florida
32641, USA
Phone # Phone #
3528705101
Incident Status: Location and date of incident. Diate registrant Wag incident part of larger study 7
Hew ;bec.e;metawarﬁ of
R,
1f update include date of eiden NG
.. .. i
originsl submission 06-04-2020
06-04-2020 ) )

Row 2 EPA Registration # (Product 1) EPA Registration # {Product 2) EPA Registration # (Product 3)
Pesticide(s)
Involved 11556-152
AL (s} AL {8} AL {5}
Imidacloprid-Pyriproxyfen
Product T name Product 2 name Product 3 name
Advantage I1 Large (at
Exposed to concentrate prior to dilubion 7 | Exposed to concentrate prior to dilwtion 7 | Exposed to concentrate prior {o dilution 7
Formulation Formadation Formulation
Topical solution
Row 3 Evidence label directions |Incident site: {Examples include home, vard, Situation {act of using product (examples
Ineident were not followed? school, industrial, norsery/ greenbouse, mecluding mixing/loading, reentry,

Circymstancas

Yag
Intentional misuse

No highway)).

Applicator certified
PCOY
Mo

swrface water, commercial hirf,
building/office, forest/wocds, agricultural
{specify crop), right-ofeway, (vail, utility,

Home

application, iransportation, repair,
malntenance of application equlpment,
manufacturing/formulating).

Ses Incident Description Hotes

How exposed:
{examples include direct
contact with treated
surface, ingostion, spill,
drifl, ronofh).

See Tncident
Description

Hrief description of incident circumstances

Version ; 23-Jun-2020 at 09:5]
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Voluntary industry Reporting Form for 6(a)2) Adverse Effects Incident Information
Provide all knovn, required information. If required data field information s unknown, designate as such in appropriate area. Fape 2 of 3

Internal D3 # 2020-U50025950

Brief description of ineldent circumstances

On 04-Jun=2020, a 25 year old, 155 pound, man, in unknown condition, with no Known concomitant
medical conditions, was accidentally exposed to an unknown amount of Advantage I lLarge (a3t
{Imidacloprid-Pyriproxyfen) when it splashed into an unspecified eye.

Immediately post exposure, the individual experienced an eye irritation, eye pain and 2
blepharaspasm, all in the unspecified eye. He rinsed his eye with water for an unspecified
amount of time, He was examined by an emergency room physician, his eve was rinsed with saline
and a slit lamp exam was performed,

On 05-1un-2020, the eyve pain was resolved, but he experienced eyelid edema and 3 skin
irritation on the upper eyelid.

On approximately 06-Jun-2020, the eye pain recurred.
On approximately 07-Jun-2020, the eyelid edema resolved.
On approximately 11-Jun-2020, the eye pain resolved,

On approximately 18-Jun-2020, the eye irritation, blepharospasm and skin irritation resclved.

Version ; 23-Jun-2020 a1 09:31
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Voluntary Industry Reporting Form for 6(a)2) Information Involving Homans

Provide all known, reguired information. 1 required data field information is unknowa, designate as such in appropriate arca.

Pemographic information:
Age: 25 Year(s) -

Sex: Male
Geeupation { if relevant)

Exposure rowte:

Cther

Was adverse effect result of
suicide/homicide or attempted
suicide/homicide?

No

Was protective clothing wern
{specify) ?

if female, pregnant 7

Was exposwe oceupational?

i yes, days lost due to illness:

Time between exposure and
onset of symptoms:

1 Minutes ¥

Type of medical care sought (examples
include none, clinie, hospital emergency
department, private physician, PCC,
hospital inpatient)

BExposure data
Amount of pesticide:
Unknown per 1

Expose duration:
0 day{s}
Patient waight:
155 Pounds

Human severity category

H-C

List signs/symptoms/adverse effects
Eye irritation

Eye drritation
Blepharospasm
Blepharitis

Pruritus

If lab tests were performed, list
test nares and resulig(If available
submit report).

None reported

This box can be wed to provide any explangtory or qualifying information swrounding the dncidenl, (add additional pages if necessary)

Internal {04

2020-150025990

¥ approximate

Version @ 23-Jun-2020 at 09:51
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Voeluntary Industry Reporting Form for 6(a)(2) Adverse Effects Incident Information
Provide all known, required information, If required data field mformation is unknown, designate as such in appropriaie srea.

-007

Page I of 3

Row 1 Reporter Name Submission Coutact person {If different than reporter) | Internal 1D #
dministraii s - date. , M

ADTUBISITElIVE I pe £lizabeth Sarneso e Not Applicable 3030-USa031586
Data 07-24-2020

Address Address

1237 5chool St USA

INDIARA

Pennsylvania

15701

USA

Phone # Phone #

7243885298
Tncident Status: Location and date of incident. Date registrant Was incident part of larger study 7
New ?xciniawmcoz
- . - incident.
If update include date of Hieen Mo
original submission 06-29-3020
04-15-2020 -

Row 2 EPA Registration # (Product 1} EP A Registration # (Product 2) EP A Registration # {Product 3)
Pesticide(s)
involved 11556-155

Al (s) AL (s AL (s)

Flumethrin~Imidacloprid
Product | name Product 2 name Prodoet 3 name
Seresto Dop (unspecified)
taposed to concenirate prior to difution 7 | Exposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution 7
Formulation Formuolation Formulation
Collar
Row 3 Hvidence Inbel divections | Incident site; (Examples tnclude home, yard, Sttuation (act of using product) {examples
Tncident were not followed? school, industrial, nursery/ greenhouss, melnding mizing/loading, reentry,
Circumst ances ves sm:fa-cc waicr, commercial turf, - app.h'ca‘fi.on, tra?spor.tatizfm, repfzir.,
. - building/office, forest/woods, agricultural maintenance of application equipment,
Intentional misuse (specify crop), right-of-way, (rail, utility, roanufacturing/formulating),
Ho hrighway ).

Applicator certified
PCO?
No

Home

See Incident Description Notes

How exposed:
{examples include dircet
contact with tregted
surface, ingestion, spill,
drift, runoff}.
See Incident
Description

Brief description of jucident circumstances

Version ; 9-Jul-2020 at 14,16
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Yoluntary Industry Reporting Form for 6{(a¥2) Adverse Effects Incident Information
Provide all known, required infermation. If required data fisld informaticn is unkoown, degignate as such in appropriafe arca. Page 2 of 3

InternalID # 2020~-U50031586

Brief description of incident circnsiances

On 01l-Apr-2020, a3 48 year olg, 160 pound, woman, in unknown condition, with no Known
concomitant medical conditions, self administered vitamin D since approximately 2020, was
secondarily exposed to an unknown amount of a Seresto Small Bog (Flumethrin-Imidacioprid}
collar on the hands when she applied the collar fo her dog and the dog intermittently sat
her lap.

On

On approximately 15-Apr-2020. the individuzl experienced a swollen lip that would improve,
then worsen with direct exposure to the dog daily. She began applying an unspecified topical
emallient and an unspecified petroleum jelly topically te her Hip daily.

On 22-Jun-2020, she removed the collar from her dog and applied 1 Serestc Large Dog
{Flumethrin-Imidacloprid) collar to her dog. Approximately 1 hour post exposure, she
experienced chapped skin around her mouth.

On 30-Jun-2020, she removed the collar from her dog and bathed the dog with dish soap.

Or 03-1ul1-2020, the clindcal signs resolved and the individual recovered without medical
intervention,

Yersion ; %-Tub2020 at 1416
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Yoluntary Industry Reporting Form for 8(a}2) Information Involving Homans

Provide all knovwn, required mformation. If required data field information is unknown, designate as such in appropriate area.

Demographic information:
Age 48 Year (s} -

Sex: Female
Occupation ( if relevant)

Exposure route:

Other

Was adverse effect result of
suicide/homicide or attemptad
suicide/homicide?

No

Was protective clothing worn
{specify) ?

If female, pregnant ?

Unknown to Company

Was exposure occupaticnal?

If yes, days lost due to illness:

Tine betwesn exposurs and
onset of symptorns:

3 Weeks *

Type of medical care sought {examples
include none, clinic, hospital emergency
department, private physician, PCC,
hospital inpatient)

Exposure data:
Amount of pesticide:

4

Unknown per 1

Expose duration:
11 Week({s}
Patient weight:

160 Pounds

5 Day(s)

Human ssverity category

H-C

List signs/symptoms/adverse effects
Allergic cedens
Skin textural change

If 1ab tests were performed, lst
test names and results(1f available
submit report},

None reported

This box can be used to provide any sxplanatory or qualifying information surrounding the incident. (add additiona! pages if necessary)

Internal 1D #

2020-US0031586

¥ approximate

Version : 9-Jul-2020 at 14:16
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UPS CampusShip - United States

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking iabels attached {0 your package. Select the Print bution on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu fo print the iabsl.

2. Fold the printed label af the solid line balow. Place the label in a UPS Shipping Pouch. f you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Cusiomers with a Daily Pickup
Your driver will pickup your shipment{s) as usual.

Customers without a Dally Pickup

Take your package to any location of The UPS Store®, URS Access Point{TM} location, UPS Drop Box, UPS Custormer Center,
Staples® or Authorized Shipping Outlet near you. items sent via UPS Return Services{SM) (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule & same day or future day Pickup to have & UPS driver pickup all your CampusShip packages.

Hand the package o any UPS drivaer in your area.

UPS Access Point™ UPS Access Poind™ UP3 Azcess Poini™
ADVANCE AUTO PARTS STORE #5698 THE UPS STORE HYPER COMPUTER AND BATTLE GAME
11616 SHAWNEE MISSION PRYY 13851 WEIRD &7 11941 JOHNSON DR

& 66218

SHAVWNEE K& 66203 SHAVWMEE KS 88218 SHAWNEE |
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UPS CampusShip - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipning or tracking labels attached o your package, Select the Print hutlon on the print dizlog
box that appears. Note: f your browser does not support this function select Print from the File menu to print the [abel

2. Fold the printed label af the solid line below. Place the label in a UPS Shipping Pouch, if you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

o

GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipmeant(s) as usual.

Customers without a Daily Pickup
Take your package to any location of The UPS Store®, UPS Access Point{TM} location, UPS Drop Box, UPS Customer Center,
Stapies® or Authorized Shipping Cutlet near you. items sent via UPS Return Services{SM) {including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and seiect UPS
Locations.
Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.
Hand the package {0 any UPS driver in your area,

UPB Access Point™ UPS Access Point™ UPS Access Poini™

ADVANCE AUTO PARTS STORE #5598 THE UPS STORE HYPER COMPUTER AND BATTLE GAME

11818 £ MISSION PRWY 13851 W 5BRO 8T 11841 JOHNSON DR
SHAWNEE K3 $6203 SHAWMEE KS 882106 SHAWNEE K3 65218
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UPS CampusShip - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure thers are no other shipping or tracking iabels attached to your package. Select the Print bution on the print dialog
box that appears. Mote: If your browser does not support this function select Print from the File menu to print the label.

2. Fold the printed label at the solid line below. Place the label in & UPS Bhipping Pouch. I you do not have a pouch, affix the
foided label using clear plastic shipping tape over the entire lebsl.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Dally Pickup
Your driver will pickup your shipment{s) as usual

Cusiomers without a Daily Pickup
Take your package to any location of The UPS Store®, UPS Access Poinl{TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. Htems seni via UPS Retfurn Senvices(8M) (including via Ground} are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.
Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.
Hand the package to any UPS driver in your arsa.

UPS &coess Point™ UPS Agcess Poini™ LS Avpess Poini™

ADVANCE ALITO PARTS STORE #5408 THE UPS STORE HYPER COMPUTER AND BATTLE GAME

11818 SHAVWNEE MISSION PKAWY 13851 WEIRD 8T 11841 JCHNSON DR
SHAWNEE KS 86203 SHAWNEE KS 852185 SHAWNEE KS 86216
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UPS CampusShip - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there ars no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print fram the File menu to print the label.

2. Fold the printed label at the solid line below. Place the label in a UPS Shipping Pouch. f you do niot have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TWM} location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Qutlet near you. Hems sent via UPS Return Services(SM) {including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Scheduie a same day or future day Pickup to have a UPS driver pickup all your CarnpusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Point™ UPS Access Poinf™ UPS Access Point™
ADVANCE AUTO PARTS STORE #5098 THE LIPS STORE HYPER COMPUTER AND BATTLE GAME
11818 SHAWNEE MISSION PRWY 13851 W 63RD ST 11841 JOHNSON DR
SHAVWNEE KS 65203 SHAWNEE KS 66215 SHAWNEE KS 65215
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UPS CampusShip ~ United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attachsd to your package. Select the Prind button on the print dislog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the Iabal.

N3

Fold the printed label at the solid line below. Place the label in a UPS Bhipping Pouch. if you do not have a pouch, affix the
folded label using clear plastic shipping ape over the enfire label

w

GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment{s) as usual.

Customers without s Daily Pickup

Take your package to any location of The UPS Stora®, UPS Access Polnt{TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. ltems sent via UPS Retum Services{SM) (including via Ground) ars alsc
accepted at Drop Boxes. To find the Jocation nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup o have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Paint™ LIPS Access Paind™ UPS Ancess Point™
ADVARCE AUTO PARTS STORE #5838 THE URS 5TORE HYFER COMPUTER AND BATTLE GAME
11818 SHAWNEE MISSION PRWY 43851 WEIRD ST 11941 JOHNSON DR
SHAWREE K5 6820% SHAWNEE KS 88218 SHAWNEE KS 88216
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f@iig Science For A Better Life

August 25, 2020

U.S. Environmental Protection Agency
Document Processing Desk - 6(a}(2)
Office of Pesticide Programs - 7504P
Room $-4800, One Potomac Yard
Arlington, VA 22202-4501

SUBJECT: 6(a)(2) Incidents Accumulated for Month of July, 2020
Dear SirlMadam:
Please find additional Bayer Animal Health Division 8{a){(2) incidents

accumulated during the month of July, 2020. These incidents

are being submitted in accordance with FIFRA Section 6(a)(2).

Please feel free to contact me at chris.ensley@bayer.com or 813-268-2730,

if | can provide any additional information, or to be any further assistance,

Respectfully,
BAYER
ANIMAL HEALTH DIVISION

}?\e‘"ﬁ‘%’ o -

Chris Ensley

Regulatory Affairs Specialist
Encl: Bayer report nos:

2020-US0035366

Rayer
Animal Health

P Box 390
Shawnee, Mission, K5
66201-0390
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i Science For A Better Life

August 25, 2020

Adverse Effects Coordinator
Department of Pasticide Regulation
Pesticide Registration Branch

1001 | Street, PO Box 4015
Sacramento, CA 858124015

SUBJECT: 6(a){2) Incidents Accumulated for Month of Julu, 2020
CCR Section 6210 Submission

Adverse Events Coordinator:

Enclosed please find Bayer's letters addressed to the U.S. EPA with the
descriptions of Animal Health incidents atiached and submitted to

FIFRA 6(a)(2). Please feel free to contact me at chris.ensley@bayer.com or

913-268-2730, if | can provide any additional information, or to be any

further assistance.

Respectfully,
BAYER
ANIMAL HEALTH DIVISION

Chris Ensley

Regulatory Affairs Specialist

Encl: U.S. EPA letters dated August 25, 2020 with attachments.

Bayer
Animal Health

F.O. Box 380
Shavwmnee, Mission, K5
66201-0390
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¢ Science For A Better Life

August 25, 2020

Labelle Hicks, Ph.D. DABT
Maine Board of Pesticides Control
28 Statehouse Station

Augusta, Mz 04333

SUBJECT: 6(a)(2) Incidents Accumulated for Month of July, 2020.

Dear Dr. Hicks:

Enclosed please find Bayer's letters addressed to the U.S. EPA with the

descriptions of Bayer Animal Health incidents attached and submitted pursuant

to FIFRA 6(a)(2). Please feel free {0 contact me at chris.ensley@bayer.com or

913-268-2730, if | can provide any additional information, or to be any

further assistance,

Respectfully,
BAYER
ANIMAL HEALTH DIVISION

Chris Ensley ;

Regulatory Affairs Specialist

Encl: U.S. EPA Istters dated August 25, 2020 with aftachments.

Bayer
Animal Health

P2 Box 390
Shawnee, Mission, K8
65201-0350
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Science For A Better Life

August 25, 2020

Paula McBath, bnviromental Chemist |l

Pesticide Product Registration Section

New York State Department of Environmental Conservation
625 Broadway

Albany, NY 12233-7257

SUBJECT: 8(a)(2) Incidents for Month of July 2020 Section 326.14 (f) Reporting
Dear Paula McBath:

Enclosed please find Bayer's letiers addressed o the U.S.

EPA with the descriptions of Animal Health incidents attached and submitted Bayer

Anirmal Health

pursuant to FIFRA 6{a){2}. P.O. Box 396

Shawuee, Mission, XS
66201-0350
Please feel free to contact me at chris.ensley@bayer.com or 913-268-2730,

if | can provide any additional information, or fo be any further assistance.

Respectfully,
BAYER
ANIMAL HEALTH DIVISION

(o 24 &

i

Chris Ensley
Regulatory Affairs Specialist

Encl: U.S. EPA letters dated August 25, 2020 with attachments.
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sn) Science For A Better Life

August 25, 2020

Mr. Kevin Haack

Texas Department of Agriculture

Pesticide Registration Program

Stephan F. Austin Building

1700 No. Congress Ave., Austin, TX 78701

SUBJECT: 6(a)(2) Incidenis Accumulated for Month of July, 2020
Dear Mr. Haack:

Enclosed please find Bayer's letlers addressed 1o
the U.3. EPA with the descriptions of Animal Health incidents
attached and submitted pursuant to FIFRA 6(a)(2).

Please feel free to contact me at chris.ensley@bayer.com or at
913-268-2730, if | can provide any additional information,

or to be any further assistance.

Respecifully,
BAYER
ANIMAL HEALTH DIVISION

Chris Ensley
Regulatory Affairs Specialist

Encl 1.8, EPA letiers dated August 25, 2020 with altachmenis,

Bayer
Animal Health

P.C. Box 290
Shawnee, Mission, K8
662061-0390
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-008

Voluntary Industry Reporting Form for 6(a)(2) Adverse Effects Incident Information

Provide all known, required information, I required data field information is unknovwn, designate as such in appropriste area. Page 1l of3
Row 1 Reporter Name Submission Contact person (if different than reporter) | Internal [D #
Administrative \ur Mike Wills date. Not Applicable 3020-US0035366
Data 08-25-2020 g

Address Address

175 Malabu Drive Nbr 60 USA

LEXINGTON

Kentucky

40503

UsA

Phone # Phone #

8596192554
Incident Status: Location and date of incident, Date registrant Was incident part of larger study ?
New | ’i)e\c%metawarve of
If update,include date of . eident. No
ariginal submission -16-2020 :
06-25-2020 07-16-2

Row 2 EP A Registration # (Product 1) EPA Registration # (Product 2} EPA Registration # (Product 3)
Pesticide(s)
Involved 11556-155

Al (s} AL (s} AL (5)

Flumethrin-Imidacloprid

Product 1 name Product 2 name Produet 3 name

Seresto (at

Exposed to concentrate prior to dilution ? |Exposedto concentrate prior to dilution 7 | Exposed to concentrate prior to dilution 7

Formulation Formuiation Formulation
Collar
Row 3 Evidence label directions {Incident site: (Examples include home, yard, Sitwation (act of wsing product) :(examples
Tneident were not followed? school, indostrial, nursery/ greenhouse, including mixing/Aoading, reentry,
Circumstances Yes surface water, commercial turf, application, transportation, repair,
B - building/office, forest/woods, agricultural maintenance of application equipment,
Intentional misuse (specify crop), right~-ofeway, (rail, utility, manufacturing/formulating).
No highway)).
Applicator certified Home See Incident Description Notes
PCO?
No
How expuosed: Brief description of incident circumstances
{examples include direct
contact with treated
surface, ingestion, spill,
drift, rmodff).
See Incident
Description

Version : 21-Jul-2020 at 15:37
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Voluntary Industry Reporting Form for 6(a)(2) Adverse Effects Incident Information
Provide all known, required information. If required data field information is unknown, designate as such in appropriate area. Page 2 of 3

............. Interngl ID # 2020-150035366

Brief description of meident circumstances

On approximately 16-Jun-2020, a man, in unknown condition, with no known concomitant medical
conditions, was secondarily exposed to an unknown amount of a Serestc Cat collar
{Flumethrin-Imidacloprid) on the hands when he placed a collar e¢n his 2 cats.

On approximately 25-Jun-2020, the individual experienced generalized skin lesion NOS and poor
sleep.

On an unspecified date post onset, in approximately 2020, he was evaluated by a dermatologist

and was started on a regimen of an unspecified medicated cream. The symptoms continued
unchanged.

Version @ 21-Jul-2020 at 15:37
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Voluntary Industry Reporting Form for 6(a)(2) Information Involving Humans

Provide all known, required information. If required data field information iz unknown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Ager Adult

Sex : Male
Ccoupation ( if relevant)

Exposure route:

Other

‘Was adverse effect result of
suicide/homicide or attempted
suicide/homicide?

No

Was protective clothing worn
(specify) ?

If female, pregnant 7

‘Was exposure ocoupational?

If yes, days lost due to illness:

Time between exposure and
onset of symptoms:

9 Days *

Type of medical care sought (examples
include none, clinic, hospital emergency
department, private physician, PCC,
hospital inpatient)

Exposure data:
Amnount of pesticide:
Unknown per 1

Expose duration:
G Days
Patient weight:
Unknown

Human severity category
H-C

List signs/symptoms/adverse effects
Skin lesion NOS
Insomnia

If {ab tests were performed, list
test names and resuits(If ayailable
submiit report).

None reported

This box can be used to provide any explanatory or qualifying information swrounding the incident. (add additional pages if necessary)

Internal ID #

2020-US0035366

* approximate

Version : 21-Jul-2020 at 15:37
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UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labals attached to your package. Select the Print buiton on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the label.

2. Fold the printed label at the solid line below. Place the label in @ UPS Shipping Pouch. If you do not have a pouch, affix the
foided label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM) focation, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. liems sent via UPS Return Services(SM) (inchiding via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages,

Hand the package to any UPS driver in your area.

UPS Access Point™ UPS Access Pomt™ UPS Access Point™
THE UPS 5TORE ADVANCE AUTO PARTS STORE #5398 HYPER COMPUTER AND BATTLE GAME
13851 WE3RD 87 11218 SHAWNEE MISSION PRWY 11841 JOHNEON DR
SHAWNEE KS 88218 SHAWNEE K3 66203 SHAWNEE KS 65218
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UPS CampusShip: View/Print Labal

1. Ensure there are no other shipping or tracking labels attached fo your package. Select the Print bution on the print dialog
box that appears, Note: If your browser does not support this function sefect Print from the Fiie menu to print the iabel.

2. Fold the printed label at the solid line below. Place the label in 2 UPS Shipping Pouch. if you do not have a pouch, affix the
folded iabel using clear plastic shipping tape over the entire abel.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipmeni(s) as usual.

Customers without a Daily Pickup
Take your package to any iocation of The UPS Store®, UPS Access Point{TM) iocation, UPS Drop Box, UFS Customer Center,
Staples® or Authorized Shipping Qutlet near you. Htems sent via UPS Refurn Services{SM} (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources arsa of CampusShip and select UPS
Locations.
Schedule a same day or future day Pickup o have a UPS driver pickup alf your CampusShip packages.
Hand the package to any UPS driver in your area.

UPS Access Point™ UPS access Point™ UPS Access Point™

THE UPS STORE ADVANCE AUTG PARTS STORE #5398 HYPER COMPUTER AND BATTLE GAME

13851 WE3RD 8T 11818 SHAWNEE MISSION PKWY 11841 JOHNSOM DR
SHAWNEE KS 688218 SHAWNEE KS 86202 SHAWNEE K8 56215
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UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the label,

2. Fold the printed iabel at the solid line below. Place the iabel in a UPS Shipping Pouch. if you do not have a pouch, affix the
folded label using clear plastic shipping tape ovar the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipmeant(s) as usual.

Customers without a Daily Pickup

Take your package 1o any location of The UPS Store®, UPS Access Point{TM} location, UPS Drop Box, UPS Customer Genter,
Staples® or Authorized Shipping Outlet near you. ltems sent via UPS Return Services(SM) (inciuding via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS drivar in your area.

UPS Access Poin™® UPS Access Poin(™ UPS Accass Poin{™
THE UPS STORE ADVANCE AUTCO PARTS STORE #5398 HYPER COMPUTER AND SATTLE GAME
413851 WE3RD 8T 11818 SHAWNEE MISSION PRWY 11841 JOHNSON DR
SHAWNEE KS 86218 SHAWNEE KS 66203 SHAWNEE KS 65216
FOLD HERE
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NY STATE DEPT. OF CONSERVATION
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Department: US15482202

CHRIS ENSLEY
913-268-2730
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TRACKING #
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UPS CampusShip: ViewiPrint Label

1. Ensure there are no other shipping or tracking labels attached to your package, Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the label.

2. Fold the printed labe! at the solid fine below. Place the label in a UPS Shipping Pouch. if you do not have a pouch, affix the
foided labe! using clear piastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customars with a Daily Pickup
Your driver will pickup your shipment(s) as usual.

Customers without a Daily Pickup

Take your package fo any location of The UPS Store®, UPS Access Point{TM) location, UPS Drop Box, UPS Customer Center,
Stapies® or Authorized Shipping Cutlet near you. Hterns sent via UPS Return Services(SM} {including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select URS
Locations.

Schadule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UP5 Access Paini™ UPS Access Point™ UPS Access Point™
THE UPS STORE ADVANGE AUTO PARTS STORE #5988 HYFER COMPUTER AND BATTLE GAME
13851 WB3RD ST 11818 SHAWNEE MISSION PKWY 11941 JOHNSON DR
SHAWNEE XS 66216 SHAWNEE KS 55203 SHAWNEE KS 86216
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UPS CampusShip | UPS - United States

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
tox that appears. Note: If your browser does not support this function select Print from tha File menu to print the label.

2. Fold the printed labal at the solid line below. Place the labei in a UPS Shipping Pouch. If you do not have a pouch, affix the
folded label using clear piastic shipping tape over the entire 1abel.

3. GETTING YOUR SHIPNMENT TO UPS
Customers with a Daily Pickup

Your driver will pickup your shipment(s} as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. ltems sent via UPS Return Services{SM) (including via Ground) are also
accepted at Drop Boxes, To find the location nearest you, piease visit the Resources area of CampusShip and select UPS

Locations.

Schedule a same day or future day Pickup to have a UFS driver pickup alf your CampusShip packages.
Hand the package to any UPS driver in your area.

UPE Access Point™
THE UPS STORE
13851 WE3RD 8T
SHAWMNEE K& 66216

LIPS Access Point™

ADVANCE AUTO PARTS STORE #5838
11818 SHAVWNEE MISSION PKWY
SHAWNFEE KS 66203

UPs pccess Paint™

HYPER COMPUTER AND BATTLE GAME
11941 JOHNSON DR

SHAWNEE KS 88216

Page 1 of 1
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September 30, 2020

U.8. Environmental Protection Agency
Document Processing Desk - 6(a)(2)
Office of Pesticide Programs - 7504P
Room 5-4800, One Polomac Yard
Arlington, VA 22202-4501

SUBJECT: 8(a)(2) Incidents Accumulated for Month of August, 2020

Dear Sir/Madam:

Please find additional Elanco US Inc. 6{a)}(2) incidents
accumulated during the month of August, 2020. These incidents

are being submitted in accordance with FIFRA Section 6{(a}(2).

Please fesl free to contact me at chris.ensley@bayer.com or §13-268-2730,

if | can provide any additional information, or to be any further assistance.

Respectfully,

Elanco US ing

Chris Ensley
Regulatory Affairs Specialist

Encl: Elanco report nos:
2020-US0040829, 2020-US0044885, 2020-US0045006, 2020-US0045059

Elanco US Inc
PO Box 390
Shawnee
Mission, Kansas
66201-0390
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September 30, 2020

Adverse Effects Coordinator
Department of Pesticide Regulation
Pasticide Registration Branch

1001 1 Street, PO Box 4015
Sacramento, CA 95812-4015

SUBJECT: 6(a)(2) Incidents Accumulated for Month of August, 2020

CCR Section 6210 Submission
i Elanco Us Inc
Adverse Events Coordinator: PO Box 390

Shawnee Mission,
Ks
descriptions of Animal Health incidents attached and submitted to 66201-0390

Enclosed please find Elanco's letters addressed to the U.S. EPA with the

FIFRA 6(a)(2). Please feel free to contact me at chris.ensley@elancoah.com or

913-268-2730, if | can provide any additional information, or to be any

further assistance.

Respectiully,

Elanco US inc

Chris Ensley
Regulatory Affairs Specialist

Encl: U.S. EPA letters dated September 30, 2020 with attachments.
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September 30, 2020

Labelle Hicks, Ph.D. DABT
Maine Board of Pesticides Control
28 Statehouse Station

Augusta, ME 04333

SUBJECT: 6(a)(2) Incidents Accumulated for Month of August, 2020.

Dear Dr. Hicks: Flanco US Inc
PO Box 350

o o " Shawnee Mission,
descriptions of Elanco US Inc., incidents attached and submitted pursuant to KS, 66201-0390

Enclosed please find Elanco's letters addressed {o the U.S. EPA with the

FIFRA 6(a)(2). Please feel free to contact me at chris.ensley@elancoah.com or
913-268-2730, if | can provide any additional information, or to be any

further assistance.

Respectfully,

Elanco US inc

Qpin

Chris Ensley

Regulatory Affairs Specialist
Encl: U.S. EPA letters dated September 30, 2020 with attachments.
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September 30, 2020
FPaula McBath, Enviromental Chemist |
Pesticide Product Registration Section

MNew York State Depariment of Environmental Conservation

£25 Broadway
Albany, NY 12233-7257

SUBJECT: 6(a)}(2) Incidents for Month of August 2020 Section 326.14 (f) Reporting
Dear Paula McBath:

Enclosed please find Elanco's letters addressed o the U.S.
Flanco US Inc

EPA with the descriptions of Animal Heaith incidents attached and submitied PO RBox 3580
Shawnee Mission, KS,
pursuant to FIFRA 6{a}{2). 66201-0390

Piease feel free to contact me at chris.ensley@elancoah.com or 913-288-2730,

it | can provide any additional information, or to be any further assistance.

Respectfully,

Elanco US inc

Chris Ensley
Regulatory Affairs Specialist

Encl: U.S. EPA letters dated September 30, 2020 with attachments.
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September 30, 2020

Mr. Kevin Haack

Texas Department of Agriculiure

Pesticide Registration Program

Stephan F. Austin Building

1700 No. Congress Ave., Austin, TX 78701

SUBJECT: 8(a){2) Incidents Accumulated for Month of August, 2020

Dear Mr. Haack:

Enclosed please find Elanco's letters addressed to
the U.5. EPA with the descriptions of Animal Health incidents
attached and submitted pursuant to FIFRA 6{a){(2).

Please feel free to contact me at chris.ensley@elancoah.com or at

813-268-2730, if | can provide any additional information,

or to be any further assistance.

Respectiully,

Elanco US inc

B i X 5§
(“x\‘\ Ly ‘?ﬁ}%ﬁwl\}

{

Chris Ensley
Regulatory Affairs Specialist

Encl U.S. EPA letters dated September 30, 2020 with attachments,

Elanco US Inc
PO Box 390
Shawnee Mission,
KS, 86201-0390
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Voluntary Industry Reporting Form for 6(a)(2) Adverse Eifects Incident Information

-009

Provide all knovm, required information, If required data field information is wnknown, designate as such in appropriate area. Page 1 of 3
Row 1 Reporter Name Submission Contact person (if different than reporter) | Internal ID #
inistrati date, : .
Administrative  IMr Thornton Wheeler ae Not Applicable 2020-US0040829
Data 09-30-2020
Address Address
PO box 871 USA
Ringling
ok
73456
USA
Phone # Phone #
580-662-~2400
Incident Status; Location and date of incident. Date registrant Was incident part of larger study ?
Naw ?chcla(;netaware of
If update,include date of et No
original submission 08-11-2030
08-10-2020
Row?2 EP A Registration # (Product 1) EPA Registration # (Product 2) EPA Registration # (Product 3)
Pesticide(s)
Involved 11556-145
AL (s) AL (s) AL (s)
Beta-Cyfluthrin
Product 1 name Product 2 name Produet 3 name
Tempo SC Ultra Pest
Control Concentrate
Exposed to concentrate prior to dilution 7 {Exposed to concentrate prior to ditution 7 | Exposed to concentrate prior to dilution ?
Formulation Formulation Formulation
Solution
Row 3 Evidence label directions |Incident site: (Examples include home, yard, Situation (act of using product) :(exaniples
Incident were not followed? school, industrial, musery/ greenhouse, inchuding mixing/ioading, reentry,
Circumstances Yos surface water, commercial turf, application, transportation, repair,
. R building/office, forest/woods, agricultural mwaintenance of application equipment,
Intentional misuse (specify crop), right-ofeway, (rail, utility, manufacturing/formulating).
No highway)).
Applicator certified Home See Incident Description Notes
PCOY
No

How exposed:
(examples include direct
contact with treated
surface, ingestion, spill,
drift, runoff),

See Incident
Description

Brief description of incident circumstances

Version : [-Sep-2020 at 07:38
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Voluntary Industry Reporting Form for 6(a)(2) Information Involving Humans
Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Agel 56 Year(s) -~

Sex: Female
Occupation { if relevant)

Exposure route: Was adverse effect result of

suicide/homicide or attempted
suicide/homicide?

Other No

If female, pregnant ?

Unknowr to Company

Time between exposure and
onset of symptoms:

Was exposure occupational?

If yes, days lost due to Blness: 10 Minutes *

Was protective clothing worn
(specify) 7

Type of medical care sought {examples
include none, clinic, hospital emergency
department, private physician, PCC,
hospital inpatient)

Exposure data:
Amount of pesticide:
Unknawn per 1

Expose duration:
0 day{(s)
Patient weight:
110 Pounds

Human severity category

H-C

List signsfsymptoms/adverse effects
Chest discomfort NOS
Dyspnoea

Thoracic irritation

If lab tests were performed, list
test names and resalts{If available
submit report).

None reported

This box can be used to provide any explanatory or qualifying informaticn surrounding the incident. (add additional pages if necessary)

Internal ID#

2020-Us004082%

* approximate

Version : 1-8ep-~2020 at 07:3
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Voluntary Industry Reporting Form for 6(a}(2) Adverse Effects Incident Information

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area,

-010

Page 1 of 3

Row 1 Reporter Name Subniission Contact person (if different than reporter) | Internal ID #
Administrative |Ms Barbara Cooper date. Not Applicable 2020-US0044685
Data 05-30-2020
Address Address
9130 £ Park Ave USA
TERRE HAUTE
Indiana
47803
USA
Phone # Phone #
812-877-1015%
Incident Status: Locaticn and date of incident. Date registrant Was incident part of larger study ?
New Ezec%njetaware of
If update,include date of mewdent. No
original submission 08-27-3020
(08-26~2020 ’
Row 2 EPA Registration # (Product 1) EPA Registration # (Product 2) EPA Registration # (Product 3}
Pesticide(s)
Invoived 11556-13¢
Al (s) AL (s) Al (s}
Cyfluthrin
Product 1 name Product 2 name Product 3 name
Tempo 1% Dust
Insecticide (unspecified)
Exposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution ?
Formulation Formulation Formuiation
Dusting powder
Row 3 Fvidence label directions | Incident site: (Examples tnclude home, yard, Situation (act of using product) ((examples
Tncident were not followed? school, mdustrial, nursery/ greenhouse, including mixing/loading, reentry,
Circumstances Ves suffaf:a \'Nat?r, co.mm ercial turf, ( apglloatmn, trmsporytati.on, repfixr,
. ) huilding/office, forest/woods, agricultural maintenance of application equipment,
Intentional misuse (specify crop), right-of-way, (rail, utility, manufacturing/formulating).
No highway)).

Applicator certified
PCO?
No

Home

See Incident Description Notes

How exposed:
{examples include direct
contact with treated
surface, ingestion, spill,
drift, runoff}.
See Incident
Description

Brief description of incident circumstances

Version : 15-Sep-2020 at 09:07
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Voluntary Industry Reporting Form for 6(a)(2) Information Involving Humans

Pravide all knovat, required information. If required data field information is unknown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Age: 62 Year(s) ~

Sex: Female
Occupation ( if relevant)

Exposure route:

Other

Was adverse effect result of
suicide/homicide or attempted
suicide/homicide?

No

‘Was protective clothing warn

(specify) ?

If female, pregnant ?

No

Was exposure occupational?

If yes, days lost due to iflness:

Time between exposure and
onset of symptoms:

1 Minutes *

Type of medical care sought (examples
include none, clinic, hospital emergency
department, private physician, PCC,
hospital inpatient)

oral steroids

Exposure data:
Amount of pesticide:
Unknown per 1

Expose duration;
0 day(s)
Patient weight:
194 Pounds

Human severity category
H-C

List signs/symptoms/adverse effects

Cough
Bronchitis
Bronchitis

If 1ab tests were performed, Hst
test names and results(Jf avaifahle
submit report}.

None reported

This box can be used to provide any explanatory or qualifying information swrounding the incident. (add additional pages if necessary)

Internal ID#

2020-US00444/85

* approximate

Version : 15-Sep-2020 at 09:07
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-011

Vohuntary Industry Reporting Form for 6(a)(Z) Adverse Effects Incident Information

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area. Page 1 of 3
Row 1 Reporter Name Submission Contact person (if different than reporter) | Internal ID#
Administrative qe Burt  Lieberman date. Not Applicable 2070-U50045006
Data 09-30-2020
Address Address
3300 McPherson St. UsSA
Waxhaw
Nerth Carolina
28173
USA
Phone # Phone #
614-668~3042
Incident Status: Location and date of incident. Date registrant Was incident part of larger study ?
New T.)ec‘admet aware of
If update,include date of jmewent. No
original submission '
= 08-31-2020 :
08-28-2020
Row? EP A Registration # (Product 1) EPA Registration # (Product 2) EP A Registration # (Product 3)
Pesticide(s)
Tnvolved 11556-152
AL (s) AL (s} AL (s)
Imidacloprid-Pyriproxyfen
Product 1 name Product 2 name Product 3 name
Advantage I1 Large Cat
Exposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution ?
Formulation Formulation Formulation
Topical solution
Row 3 Evidence label directions {Incident site: (Examples include bome, yard, Sitwation (act of using product} ({examples
Tncident were not followed? schaal, industrial, nursery/ greenhouse, including mixing/oading, reentry,
Circumstances Yes surface water, cammercial tuef, application, transportation, repair,

Intentional misuse

huilding/office, forest/woods, agricuitural
{specify crop), right-of-way, (rail, utility,

waintenance of application equipment,
manufacturing/formulating),

(examples include direct
contact with treated
surface, ingestion, spill,
drift, runoff}.

See Incident
Cescription

No highway}).
o Iy + - i G
Applicator certificd Haome See Incident Description Notes
PCO?
No
How exposed: Brief description of incident circumstances

Version : 8-Sep-2020 at 16:29
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Voluntary Industry Reporting Form for 6(a)(2) Information Involving Humans

Provide all known, required information. If required data field information is unknown, designate as such. in appropriate area.

Page 3 of 3

Demographic information;
Age: 76 Year(s) -

Sex: Male
Cecupation { if relevant)

Exposire route: Was adverse effect result of

suicide/homicide or attempted
suicide/homicide?

Other No

Was protective clothing worn
(specify) ?

If female, pregnant ?

Was exposure occupational? Time between exposure and

onset of symptoms:

if yes, days lost due to illness: 1 Days *

Type of medical care sought (examples
include none, clinic, hospital emergency
department, private physician, PCC,
hospital inpatient)

prescribed prednisone and

Exposure data:
Amount of pesticide:

Unknown per 1

Expose duration:
0 day(s}
Patient weight:
165 - LBS

Human severity category
H-C

L.ist signsfsymptoms/adverse effects
Urticaria

Pruritys

Erythema

S5kin oedema
Hypersensitivity reaction

If tab tests were performed, list
test names and results(If available
submit report).

None reported

This box can be used to provide any explanatory or qualifying information serrounding the incident. (add additional pages if necessary)

Internal ID #

2020-US0045006

* approximate

Version : 8-8ep-2020 at 16:29
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Voluntary Industry Reporting Form for 6{a}(2) Adverse Effects Incident Information

-012

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area. Page 1 of 3
Row 1 Reporter Name Submission Contact person {if different than reporter) | Internal ID #
Administrative |y Terri  parma ate Not Applicable 2020-US0045059
Data 09-30-2020

Address Address

1601 Lenox New Lyme Rd USA

JEFFERSON

Ohio

44047

USA

Phone # Phone #

4408128726
Incident Status: Location and date of incident, Date registrant Was incident part of larger study 7
New i.je?zx:etaware of
If update,include date of meicent. No
original submission 08-31-2020
03-15-2020 -

Row 2 EPA Registration # (Product 1) EPA Registration # (Product 2) EPA Registration # (Prodact 3)
Pesticide(s)
invelved 11556-155

AL (s) AL {s) Al (s

Flumethrin-Imidacloprid
Product 1 name Praduct 2 name Product 3 name
Seresto Large Dog
Exposed to concentrate prior to dilution ?  |Exposed to concentrate prior to dilution ¢ | Exposed to concentrate prior to difution ?
Formulation Formulation Formulation
Collar

Row 3 Evidence label directions |Ircident site: (Examples include home, vard, Situation {act of using product) :{(examples
Tncident were not followed? school, industrial, nursery/ greenhouse, including mixing/loading, reentry,
Circumstances Yes surface water, cominercial turf) application, transportation, xepair,

Intentional misuse

building/office, forest/woods, agricultural
(specify crop), right-ofeway, (rail, utility,

manufacturing/formelating).

maintenance of application equipment,

No highwayv)).
Applicator certified Home See Incident Description Notes
PCO?

No
How exposad: Brief description of incident circumstances

(examples include direct
contact with treated
surface, ingestion, spill,
drift, runoff).

See Incident
Description

Version 1 10-Sep-2020 at 12:31
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Voluntary Industry Reporting Form for 6(s)(2) Information Involving Homans

Provide all known, required information. If required data field information is snknown, designate as such in appropriate area.

Page 3 of 3

Demographic information;
Age: 58 Year(s) -

Sex: Female
Occoupation { if relevant)

Exposure route: Was adverse effect result of

suicide/homicide or attempted
suicide/homicide?

Other Na

Was protective clothing worn
{(specify) ?

If female, pregnant ?

Na

Time between exposure and
onset of symptomas:

2 Weeks *

Was exposure occupational?

If yes, days lost duve to illness:

Type of medical care sought (examples
include none, clinic, hospital emergency
department, private physician, PCC,
hospital inpatient)
abx, topical ointments,

Exposure data:
Amount of pesticide:
Unknown per 1

Expose duration;

5 Month(s) 2 Week(s)
Patient weight:

165 Pounds

Human severity category
H-C

List signs/symptoms/adverse effects
Dermatitis and eczema
Pruritus

Hypersensitivity reaction
Dermatitis and eczema
Dermatitis and eczema

If lab tests were performed, list
test names and results(If available
submiit report).

None reported

This box can be used to provide any explanatory or qualifying information surrcunding the incident. (add additional pages if necessary)

Internal ID #

2020-US0045055%

* approximate

Version : 10-Sep-2020 at 12:3]
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your packags. Select the Print button on the print diaiog
box that appears. Note: if your browser does not support this function select Print from the File menu to print the label.

2. Fold the printed label at the selid line below. Place the label in a UPS Shipping Pouch. I you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire fabel,

GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s} as usual,

s

Customers without a Daily Pickup

Take your packages to any location of The UPS Store®, UPS Access Point{TM} location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Qutlet near you. ltems sent via UPS Return Services(SM) (including via Ground) are aiso
accepled at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations,

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Asoess Poin(™ UPS Access Paint®™ UPS Access Point!?
THE UPS 8TGRE ADVANCE AUTD PARTS STORE #5958 HYPER COMPUTER AND BATTLE GAME
13851 WBSRD 5T 11818 SHAWNEE MISSION PKWY 11941 JOMNSON DR
SHAWNEE |KS 56218 SHAWNEE K& 58203 SHAWNEE K8 66215
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: if your browser does not support this function select Print from the File menu to print the label,

2. Fold the printed label at the solid line below. Place the label in a UPS Shipping Pouch. if you do not have a pouch, affix the
folded iabel using clear plastic shipping tape over the entire fabel.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual,

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. ltems sent via UPS Return Services{SM) (inciuding via Ground) are aiso
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area,

LURS Access Poin(™ UPS Access Point™ UPS Access Point™
THE UPS STORE SOVANCE AUTD PARTS STORE #5398 HYFER COMPUTER AND BATTLE GAME
13851 WE3RD 8T 11818 SHAWNEE MISSION PRWY 11941 JOHNSON DR
SHAWNEE K§ 868216 SHAWNEE K5 66203 SHAWNEE KS 658216
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the label.

2. Fold the printed label at the solid line below. Place the label in a UPS Shipping Pouch. If you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM} location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. items sent via UPS Return Services(SM) (including via Ground} are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Poit™ UPS Access Point™ UPS Access Point™
THE UPS STORE ADVANCE AUTG PARTS BTORE #5808 HYPER COMPUTER AND BATTLE GAME
13851 WEIRD 6T 11818 SHAVWNEE MISSION FKWY 11941 JORNSON DR
SHAWNEE KS 68218 SHAWNEE KS 66203 SHAWNEE K5 88216
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UPS CampusShip | UPS - United States Page 1 of'1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Selact the Print button on the print dialeg
box that appears. Note: If your browser does not support this function select Print from the File menu to print the label.

2. Fold the printed label at the solid line helow. Place the label in a UPS Shipping Pouch. If you do not have a pouch, affix the
folded fabel using clear plastic shipping tape over the entire fabel.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment{s) as usual.

Customers without a Daily Pickup

Take your package tc any location of The UPS Store®, UPS Access Point(TM} location, URS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Cutlet near you. Hems sent via UPS Return Services{SMj) (including via Ground) are also
accepted at Crop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup fo have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Point™ UPS Access Point™ UPS Access Peint™
THE UPS STORE ADVAMCE AUTO PARTS STORE #5998 HYPER COMPUTER AND BATTLE GAME
13851 WE3IRD ST 11618 SHAWNEE MISSION PRKWY 11941 JOHRSON DR
SHAWNEE K3 5886216 SHAWNEE KS 85203 SHAWNEE KS 66216
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print buttor: on the print dialog
box that appears. Note: if your browser does not support this function select Print from the File menu to print the label.

Fold the printed labal at the solid line below. Place the abel in a UPS Shipping Pouch. if vou do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire labsl.

"

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver wilt pickup your shipment(s} as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point(TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. iterns sent via UPS Return Services{SM) (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule & same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Acowss Poiat™ UPS Access Point™ URS Ancess Point™
THE URS §TORE ADVANCE AUTD PARTS STORE #5938 HYPER COMPLUTER AND BATTLE GAME
13851 WB3RD &T 11818 SHAWNEE MISSICN PKWY 11941 JOMNSON DR
SHAWKEE KS 55215 SHAWNEE KS 55203 SHAWNEE XS 86215
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October 19, 2020

U.S. Environmental Protection Agency
Document Processing Desk - 6(a){(2)
Office of Pesticide Programs - 7504P
Room $-4800, Cne Potomac Yard

Arlington, VA 22202-4501 Elance US Inc
PO Box 390
SUBJECT: 6(a)2) Incidents Accumulated for Month of September, 2020 Shawnee
Mission, Kansas
Dear SirfMadam: 66201-0390
Please find additional Elanco US Inc. 6(a)(2) incidents
accumulated during the month of August, 2020. These incidents
are being submitted in accordance with FIFRA Section 8{(a)(2).
Please feel free to contact me at chris.ensley@bayer.com or $13-268-2730,
if | can provide any additional information, or to be any further assistance.
Respectfully,
Elanco US Inc
Chris Ensley
Regulatory Affairs Specialist
Ench Elanco report nos:
2020-150046320, 2020-U50047665, 2020-US0048623, 2020-U50050642
73
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October 19, 2020

Adverse Effects Coordinator
Department of Pesticide Regulation
Peasticide Registration Branch
10011 Street, PO Box 4015
Sacramenio, CA 95812-4015

SUBJECT: 6(a)(2) Incidents Accumulated for Month of September, 2020
CCR Section 6210 Submission

y Elanco Us Inc
Adverse BEvents Coordinator: PO Box 390

Shawnee Mission,
Ks
descriptions of Elanco US Inc. incidents attached and submitted to 66201-0390

Enclosed please find Elanco’s lellers addressed o the U.S, EPA with the

FIFRA 6(a)(2). Please feel free to contact me at chris.ensley@elancoah.com or

913-268-2730, if | can provide any additional information, or o be any

further assistance.

Respectiully,

Elanco US Inc

i,
o i

b4
ot E

Chris Ensley
Regulatory Affairs Specialist

Ench U8, BEPA letters daled October 198, 2020 with attachments.
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October 19, 2020

Labelle Hicks, Ph.D. DABT

Maine Board of Pesticides Control

28 Statehouse Station

Augusta, ME 04333 :

SUBJECT: 6(a)(2) Incidents Accumulated for Month of September, 2020.

Dear Dr, Hicks: Elanco US Inc
Enclosed please find Elanco’s letters addressed to the U.8. EPA with the PO Box 390

_ o ) Shawnee Missiorn,
descriptions of Elanco US Inc., incidents attached and submitted pursuant to KS, 66201-0390

FIFRA 6{a)(2). Please feel free to contact me at chris.ensley@elancoah.com or
8913-268-2730, if | can provide any additional information, or to be any

further assistance.

Respectiully,

Elanco US Inc

Chris Ensley

Regulatory Affairs Specialist
Encl: U.S. EPA letters dated Octlober 19, 2020 with attachments.
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Cctober 198, 2020

Paula McBath, Enviromental Chemist Il

Pesticide Product Registration Section

MNew York State Department of Environmental Conservation
625 Broadway

Albany, NY 12233-7257

SUBJECT: 68(a)(2) Incidents for Month of Seplember 2020 Section 326.14 (f) Reporting
Dear Paula McBath:

Enclosed please find Elanco's letters addressed fo the US.
Elanco US Inc

EPA with the descriptions of Elanco US Inc. incidents attached and submitted PO Box 390
Shawnes Mission, K&,
pursuant to FIFRA 6(a)(2). 66201-0390

Please fesl free {0 contact me at chris.ensley@elancoah.com or 913-268-2730,

if | can provide any additional information, or to be any further assistance.

Respectfully,

Elanco U3 Inc

Chris Ensley
Regulatory Affairs Specialist

Ench U.S. EPA letters dated Getober 18, 2020 with attachments.
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October 19, 2020

Mr. Kevin Haack

Texas Department of Agriculture

Peasticide Registration Program

Stephan F. Austin Building

1700 No. Congress Ave., Austin, TX 78701

SUBJECT: 6(a)2) Incidents Accumulated for Month of September, 2020
Dear Mr. Haack:

Enclosed please find Elanco's letters addressed o
Blanco US Inc

the U.S. EPA with the descriptions of Elanco US Inc. incidents PO Box 390
; . Shawnee Mission,
atiached and submitted pursuant to FIFRA &(a)(2). KS, 662010390

Please feel free to contact me at chris.ensley@elancoah.com or at
913-268-2730, if | can provide any additional information,

or to be any further assistance.

Respectiully,

Elanco US Inc

Chris Ensley
Regulatory Affairs Spacialist

Ench: 1.5, EPA lstters dated October 18, 2020 with atlachments.
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Voluntary Industry Reporting Form for 6{a)}{2) Adverse Effects Incident Information

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

-013

Page I of 3

Row 1 Reporter Name Submission Contact person (if different than reporter) | Internal ID #
Admlnlstxa&lve Ms Wanda Smith date Not Applicable 2020-US0046320
Data 10-19-2020

Address Address

593 Lower Allen St USA

Hudson Falls

New York

12839

USA

Phone # Phone #

518-832-3140
Incident Status: Location and date of incident. Date registrant Was incident part of larger study ?
New i?ec‘:fzimetﬂware of
If update,include date of mexdent. ‘o
original submission 09-07-2020 :
09-06-2020

Row?2 EPA Registration # (Product 1) EP A Registration # (Product 2) EPA Registration # (Product 3}
Pesticide(s}
Involved 11556-155

AL (s} AL (s) Al (s)

Flumethrin-Imidacloprid
Product 1 name Product 2 name Product 3 name
Seresto Dog (unspecified)
Exposed to concentrate prior to dilation ?  {Exposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution ?
Formulation Formulation Formulation
Collar

Row?3 Evidence label directions | Incident site: (Examples include home, yard, Situation (act of using product) (examples
Incident were not followed? school, industrial, nursery/ greenhouse, including mixing/loading, reentry,
Circumnstances Yes surface water, commmercial turf, application, transportation, repair,

Intentional misuse

No highway)).

Applicator certified
PCO?
No

building/office, forest/woods, agricultural
{(specify crop), right-of-way, (rail, utility,

maintenance of application equipment,
manufacturing/formulating).

See Incident Description Notes

How exposed:
(examples include direct
contact with treated
surface, ingestion, spill,
drift, runoff).

See Incident
Description

Brief description of incident circumstances

Version : 9-Sep-2020 at 11:55
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Voluntary Industry Reporting Form for 6(a)(2) Information Involving Humans

Provide all known, required information, If required data field information is unknown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Age: 44 Year(s) -

Sex : Female
Occeupation ( if relevant)

Exposure route:

Other

Was adverse effect result of
suicide/homicide or attempted
suicide/homicide?

No

Was protective clothing worn
{specify) ?

If female, pregnant ?

Unknown to Company

Was exposure occupational?

If yes, days lost due to illness:

Time between exposure and
onset of symptoms:

3 Days

Type of medical care sought (examples
include none, clinic, hospital emergency
department, private physician, PCC,
hospital inpatient)

Exposure data:
Amount of pesticide:
Unknown per 1

Expose duration:
0 Days
Patient weight:
130 Pounds

Human severity category

H-C

List signs/symptoms/adverse effects
Urticaria

If lab tests were performed, st
test names and results(If available
submit report).

None reported

This box can be used to provide any explanatory or qualifying information surrounding the incident. {(add additional pages if necessary)

Internal ID #

2026-U50046320

fersion : 9-Sep-~2020 at 11:553
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Voluntary Industry Reporting Form for 6(a)(2) Adverse Effects Incident Information
Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

Row 1 Reporter Name Submission Contact person (if different than reporter) | Internal 1D #
Administrative I Mg Sharon  Hendricksen ate Dr Not provided 1020-USO047665
Data 10-19-2020
Address Address
33470 SW Chinook Plz Midway Veterinary Hospital LLC
SCAPPOOSE 34453 McGary Lane
Oregon Warren
97056 Gregon
USA 97053, USA
Phone # Phone #
5033976470
Incident Status: Location and date of incident. Date registrant Was incident part of larger study ?
New @c;nletawarc of
If update,include date of fneicent. No
original submission 09-14-2020
07~31-2020
Row 2 EPA Registration # (Product 1) EPA Registration # (Product 2) EP A Registration # {Product 3)
Pesticide(s)
Involved 11556-155
AL (s) AL (s) AT (8)
Flumethrin-Imidacloprid
Product 1 name Product 2 name Product 3 name
Seresto Small Dog
Exposed to concentrate prior to dilution ? |Exposed to concentrate prior to dilution 7 | Exposed to concentrate prior to dilution ?
Formulation Formulation Formulation
Coliar
Row 3 Evidence label directions |Incident site: (Examples include home, yard, Situation (act of using product) :(examples
Incident were not followed? school, industrial, nwsery/ greenhouse, including mixingfloading, reentry,
Circumstances Yes surface water, commercial torf, application, transportation, repair,
o ) building/office, forest/woods, agricultural maintenance of application cquipment,
Intentional misuse {specify crop), right-of-way, (rail, utility, manufacturing/formulating).
No highway)).
Applicator certified See Incident Description Notes
PCO?
No
How exposed: Hrief description of incident circumstances
{examples include direct
contact with treated
sarface, ingestion, spill,
drift, runoft).
See Incident
Description

Version @ 16-Sep-2020 at 09:07
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Voluntary Industry Reporting Form for 6(a)}(2) Information Involving Humans

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area,

Page 3 of 3

Demographic information:
Ager Adult

Sex : Female
Occupation { if relevant)

Exposure route:

Other

Was adverse effect result of
suictde/bomicide or attempted
suicide/homicide?

No

Was protective clothing worn

(specify) ?

If fernale, pregnant ?

Unknown to Company

‘Was exposure occupational?

If yes, days lost due to iliness:

Time between exposure and
onset of symptoms:

3 Days *

Type of medical care sought {examples
include none, clinic, hospital emergency
department, private physician, PCC,
hospital inpatient)

Exposure data:
Amount of pesticide:
Unknown per 1

Expose duration:

3 Days

Patient weight:
UNK

Huwman severity category

H-C

List signs/syraptoms/adverse effects
Pruritus

If lab tests were performed, list
test names and results{If available
subrnit report).

None reported

This box can be used to provide any explanatory or qualifying information surrounding the incident. (add additional pages if necessary)

internal ID #

2020~US0047665

* approsximate

Version : 16-8ep-2020 at 09:07
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Voluntary Industry Reporting Form for 6(2)(2) Adverse Effects Incident Information

Provide all known, required mformation. If required data field information is unknown, designate as such in appropriate area.

-015

Page 1 of 3

Row 1
Administrative
Data

Reporter Name

Ms Darlina Wrick

Submission
date.

10-18-2020

Contact person (if different than reporter)

Not Applicable

Internal 1D #

2020-U50048623

Address

464 N 88th Road
Carmichael
Pennsylvania
15320

USA

Address
USA

Phone #

724-833-6019%

Phone #

Incident Statas:

Location and date of ncident.

Date registrant
became aware of

‘Was incident part of larger study ?

New ncident
) . neident.
If update,include date of e No
original submission 09-17-2020
05-16-2020
Row 2 EPA Registration # (Produet 1) EPA Registration # (Product 2) EP A Registration # (Product 3}
Pesticide(s)
Involved 11556-155
AL (s} AL(s) Al (s)
Flumethrin-Imidacloprid
Product 1 name Product 2 name Product 3 name
Seresto Large Dog
Exposed {o concentrate prior to difution ? | Exposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution ?
Formulation Formulation Formulation
Collar
Row 3 Evidence label directions |Inecident site: (Examples include home, yard, Situation {act of uging prodect) (examples
Incident were not followed? school, industrial, nursery/ greenhouse, inclading mixing/loading, reentry,
Circumstances Yes surface water, commercial turf, application, transportation, repair,

Intentional misuse

building/office, forest/iwoods, agricultural
(specify crop), right-of-way, (rail, utility,

matntenance of application equipment,
manufacturing/formulating).

No highway)).
Applicator certified Home See Incident Description Notes
PCQO?

No
How exposed: Brief description of incident circumatances

{examples include direct
contact with treated
surface, ingestion, spill,
drift, rimoft),

See Incident
Description

Version : 18-8ep-2020 at 16:34
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Voluntary Industry Reporting Form for 6(a)(2) Information Involving Humans

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Age: 30 Year(s) -

Sex : Female
Qceupation { if relevant)

Exposure route:

DOther

Was adverse effect result of
suicide/homicide or attempted
saicide/lomicide?

No

Was protective clothing worn
(specify) ?

If female, pregnant ?

No

Was exposure occupational?

If yes, days lost due to illness:

Time between exposure and
onset of symptoms:

10 Minutes *

Type of medical care sought (examples
include none, clinic, hospital emergency
department, private physician, PCC,
hospital inpatient)

Exposure data:
Amount of pesticide:
Unknown per 1

Expose duration;
¢ Days
Patient weight:
135 Pounds

Human severity category

H-C

List signs/symptoms/adverse cffects
Urticaria
Allergic ocedema

If lab tests were performed, list
test names and results(If available
submit report).

None reported

This box can be used to provide any explanatory or qualifying information surrounding the incident. (add additional pages if necessary)

Internal ID #

2020-US0048623

* approximate

Version : 18-Sep-2020 at 16:34
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Voluntary Industry Reporting Form for 6(a)(2) Adverse Effects Incident Information

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

-016

Page 1 of 3

Row 1 Reporter Name Submission Contact person (if different than reporter) : Internal 1D #
tnistrativ . : ate, :

Administrative Terri Baines date Not Provided 3026-US0050642
Data 10-19-2020

Address Address

USA USA

Phone # Phone #

Incident Status: Location and date of incident. Date registrant Was incident part of larger study 7

New pec%meta\mre of
If update,include date of Heent. No
original submission 09-39-2020
09-06-2020

Row 2 EPA Registration # (Product 1} EP A Registration # (Product 2) EPA Registration # (Product 3)
Pesticide(s)
Involved 11556-~155

Al (s) Al (s) AL (s)

Flumethrin-Imidacloprid
Product 1 name Product 2 name Product 3 name
Seresto (unspecified)
Exposed to concentrate prior to dilution ? ! Exposed to concentrate prior to ditution ¢ { Exposed to concentrate prior to ditution ?
Formalation Formulation Formulation
Collar

Row 3 Evidence label directions i Incident site: (Examples include bome, yard, Situation (act of using product) :(examples
Encident were not followed? school, industrial, nursery/ greenhouse, including mixing/loading, reentry,
Circumstances Yos surface water, commercial turf, application, transportation, repair,

Intentional misuse

No highway)).

Applicator certified
PCO?
No

bailding/office, forest/woods, agricultural
(specify crop), right-of-way, (rail, utility,

maintenance of application equipment,
manufacturing/fornndating).

See Incident Description Notes

How exposed:
(examples include direct
contact with treated
surface, ingestion, spill,
drift, runoff).

See Incident
Description

Brief description of incident circumstances

Version : 29-8ep-2020 at 19:45
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Voluntary Industry Reporting Form for 6(a)(2) Information Involving Humans

Provide alt known, required information. I required data field information is unknown, designate as such in appropriate area.

Demographic information:
Age: 59 Year(s) -

Sex : Female
Oceupation ( if relevant)

Exposure route:

Unlcnown

Was adverse effect result of
suicide/homicide or attempted
suicide/homicide?

No

Was protective clothing worn
{specify) ?

If female, pregnant 7

Unknown to Company

Was exposure occupational?

If yes, days lost due to illness:

Time betwean exposure and
cnset of symptoms:

Unknown *

Type of medical care sought (examaples
include none, clinic, hospital emergency
department, private physician, PCC,
hospital inpatient)

Exposure data;
Amouut of pesticide:
1 Collar per 1

Expose duration:
Unknown
Patient weight:

Unknown

Human severity category

H-C

List signs/symptoms/adverse effects
Dermatitis and eczema

If lab tests were performed, list
test names and resulis(1f available
subtnit report).

None reported

This box can be used to provide any explanatory or qualifymg information surronnding the incident. {add additional pages if necessary)

Internal ID #

2020-U50050642

* approximate

Version : 29-Sep-2020 at 19:43
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or fracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not suppert this function select Print from the File menu fo print the jabei.

2. Fold the printed label at the selid line below. Place the label in a UPS Shipping Pouch. If yous do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire labsl.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point(TM} focation, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Cutlet near you. ltems sent via UFPS Return Services(8M) (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please viskt the Resources area of CampusShip and select UPS
Locations.

Scheduie a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Poipt™ UPS Access Point™ UPS Access Foint™
THE UPS STORE ADVANCE AUTO PARTS STORE #5998 HYPER COMPUTER AND BATTLE GAME
1385 WH3RD ST 11818 SHAWNEE MISSION PKWY 11949 JOHNSON DR
SHAWNEE KS 86216 SHAWNEE KS 86203 SHAWNEE KS 55216
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or fracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function sefect Print from the File menu to print the label.

2. Fold the printed fabel at the solid line below. Place the fabel in a UFS Shipping Pouch. If you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver wilt pickup your shipmeni(s) as usual,

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point(TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. iterns sent via UPS Return Services(SM) (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select URPS
Locations.

Schedule a same day or future day Fickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UFS driver in your area.

UPS Access PaintT# UPS Agtess Point™ UPS Access Polt™
THE UPS STORE ADVANCE AUTO PARTS STORE #5885 HYPER COMPUTER AND BATTLE GAME
13851 Wa3RD 8T 11818 SHAWNEE RISSION PKWY 11841 JOHNSON DR
BHAWNEE K5 88218 SHAWNEE KS 66203 SHAWNEE KS 88218
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labetls attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print frorm the File manu to print the label.

2. Fold the printed label at the solid line below. Place the labsl in @ UPS Shipping Pouch. if you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM} location, UPS Drop Bax, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. ltems sent via UPS Return Services{SM} {including via Ground) are also
accepted at Drop Boxes. To find the locaion nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to hava a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPRS Access Point™ UPS Access Point™ LIPS Access PojntT™
THE LIPS STORE ADVANCE AUTO PARTS STCRE #5088 HYPER COMPUTER AND BATTLE GAME
13851 WEIRD 8T 11818 SHAWNEE MISSION PRWY 11841 JOHNSON DR
SHAWMEE KS 68218 SHAWNEE K 68203 SHAWNEE KS 66216
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser doss not support this function select Print from the Fiie menu to print the label.

2. Fold the printed label at the solid ine below. Place the iabel in a UPS Shipping Pouch. If you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s} as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM} focation, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outiet near you. Hems sent via UPS Return Services{SM) {including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UFS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Point™ UPS Access Point™ UPS Access Soint™
THE UPS STORE ADVANCE AUTO PARTS STORE #5993 HYPER COMPUTER AND BATTLE GAME
13851 WE3RD ST 11810 SHAWNEE MISSION PRWY 11241 JOHNSON DR
SHAWNEE K35 65218 SHAWNEE XS 856203 SHRAWNEE KS 86218
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print bulton on the print dialog
box that appears. Note: If your browser dogs not support this function select Print from the File menu fo print the label.

2. Fold the printed labe! at the solid line below. Place the label in a UPS Shipping Pouch. If you do not have @ pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Baily Pickup
Your driver will pickup your shipment(s) as usual,

Customaers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM) location, UPS Brop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. ltems sent via UPS Return Services{SM} (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Scheduie a same day or future day Pickup o have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Paint™ UPS Access Polnt™ UPS Access Point™
THE UP3 STORE ADVAMNCE AUTO PARTS STORE #5008 HYPER COMPUTER AND BATTLE GAME
13851 WEIRD 8T 11818 SHAWNEE MISSION PKWY 11841 JOHMSON DR
SHAWNEE K5 66216 SHAWNEE K& 68202 SHAWNEE KS 66218
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December 16, 2020

LS. Environmental Protaction Agency
Document Processing Desk - 6(a}(2)
Office of Pesticide Programs - 7504P
Room $-4900, One Pofomac Yard

Arlington, VA 22202-4501 Flanco US Inc
_ PO Box 390
SUBJECT: 6(a)(2) Incidents Accumulated for Month of November, 2020 Shawnee
Mission, Kansas
Dear Sir/Madam: 66201-0390

Please find additional Elanco US Inc. 6{(a)}(2) incidents
accumulated during the month of November, 2020. These incidents

are being submitted in accordance with FIFRA Section 6(a)(2).

Please feel free to contact me at chris.ensley@bayer.com or 913-268-2730,

if | can provide any additional information, or 1o be any further assistance.

Respectiully,

Elanco US iInc

Chris Ensley
Regulatory Affairs Specialist

Encl: Elanco report nos:
2020-US0057379, 2020-US0058028, 2020-US0059506, 2020-US0058731, 2020-US0059851
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December 16, 2020

Adverse Effects Coordinator

Department of Pesticide Regulation

Pesticide Registration Branch
1001 1 Street, PO Box 4015
Sacramento, CA 85812-4015

SUBJECT: 6(a)(2) Incidents Accumulated for Month of November, 2020
CCR Section 6210 Submission

Adverse kEvents Coordinator:

Enclosed please find Elanco’s letters addressed {o the U.S. EPA with the
descriptions of Elanco US Inc. incidents sttached and submitted to
FIFRA 6(a}{2). Please feel free to contact me at chris.ensley@elancoah.com or

813-268-2730, if | can provide any additional information, or to be any

further assistance.

Respectfully,

Elanco US Inc

Chris Ensley
Regulatory Affairs Specialist

Encl: U.S. EPA letters dated December 16, 2020 with attachments.

Elanco Us Inc

PO Box 390
Shawnee Mission,
KS

66201-0390
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December 18, 2020
Labelle Hicks, Ph.D. DABT

Maine Board of Pesticides Control

28 Statehouse Siation
Augusta, ME 04333

SUBJECT: 6(a){2) Incidents Accumulated for Month of November, 2020,

Dear Dr. Hicks:

Enclosed please find Elanco's letters addressed {o the U.S. EPA with the

descriptions of Elanco US Inc., incidenis attached and submitted pursuant {o

FIFRA 6{a)}{2). Please feel free to contact me at chris.ensley@elancoah.com or

8913-268-2730, if | can provide any additional information, or to be any

further assistance.

Respectiully,

Elanco US Ing

Chris Ensley
Regulatory Affairs Specialist

Encl: U5, EPA letters dated December 16, 2020 with attachments.

Flanco US Inc
PO Box 3590
Shawnee Mission,
K&, 66201-0390

93

ED_005739A_00423812-00093



December 16, 2020

Paula McBath, Enviromental Chemist il

Pesticide Product Registration Section

New York State Department of Environmental Conservation
625 Broadway

Albany, NY 12233-7257

SUBJECT: 6(a)(2) Incidents for Month of November 2020 Section 326.14 {f) Reporting

Dear Paula McoBath:

Enclosed please find Elanco's letters addressed to the U.S.
Flanco US Inc

ERPA with the descriptions of Elanco US Inc. incidents attached and submitied DOy Box 390

pursuant foc FIFRA 6(a)(2). 22;3]3; g’iismn’ KS,
AU

Please feel free o contact me at chris.ensley@elancoah.com or 913-268-2730,

if | can provide any additional information, or to be any further assistance.

Respectiully,

Elanco US Inc

Chris Ensley
Regulatory Affairs Specialist

Encl: U8, EPA letters dated December 18, 2020 with attachments.
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December 18, 2020

Mr. Kevin Haack

Texas Depariment of Agriculture

Pesticide Registration Program

Stephan F. Austin Building

1700 No. Congress Ave., Austin, TX 78701

SUBJECT: 6(a)(2) Incidents Accumulated for Month of November, 2020

Dear Mr. Haack:

Enclosed please find Elanco’s letters addressed to
Flanco US Inc

the U.S. EPA with the descriptions of Elanco US Inc. incidents PO Box 390
) X . . Shawnee Mission,
attached and submitted pursuant to FIFRA 6(a)(2). KS, 66201-0390

Please feel free to contact me at chris.ensley@elancoah.com or at
8913-268-2730, if | can provide any additional information,

or to be any further assistance.

Respectfully,

Elanco US Inc

Chris Ensley
Regulatory Affairs Specialist

Encl U.S. EPA letters dated December 16, 2020 with attachments.
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Voluntary Industry Reﬁ)oz*tiﬁg Form for 6(a)(2) Adverse Effects Incident Information

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

-017

Page 1 of 3

Intentional misuse

No highway}).

Applicator certified
PCO?
No

building/office, forest/woods, agricultural
(specify crop), right-ofeway, (rail, utility,

Home

Row 1 Reporter Name Submission Contact person (if different than reporter) | Internal 1D #
Administrative Mg T)  Waters date. Not Applicable 2020-150057379
Data 12-16-2020,

Address Address

8601 Sawyer Brown Road Usa

NASHVILLE

Tennessee

37221

LUSA

Phone # Phone #

615-394-5848
Incident Status: Location and date of incident. Date regisirant Was incident part of larger study ?
New %aeczmetaware of
If update,include date of fexdent. No
original submission 11-06-2020
10-25-2020

Row 2 EPA Registration # (Product 1) EPA Registration # (Product 2} EP A Registration # (Product 3)
Pesticide(s)
Involved 11556-155

AL (s) AL (s) Al (s}

Flumethrin-Imidacloprid
Product 1 name Product 2 name Product 3 name
Seresto Large Dog
Fxposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution 7 | Exposed to concentrate prior to dilation ?
Formulation Formuiation Formulation
Cotlar

Row 3 Evidence label directions | Incident site: (Examples include howe, yard, Situation (act of using product) :(examples
Incident were not followed? school, industrial, nursery/ greenhouse, including mixing/loading, reentry,
Circumstances Yes surface water, commercial turf, application, transportation, repair,

maintenance of application equipment,
manufactuing/formulating).

See Incident Description Notes

How exposed:
(examples include direct
contact with treated
surface, ingestion, spill,
drift, runoff).

See Incident
Description

Brief description of incident circumstances

Version : 10-Nov-2020 at 16:06
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Voluntary Industry Reporting Form for 6(a)(2) Information Involéing Humans

Provide all known, required information. If required data ficld information is unknown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Aper 58 Year(s) -

Sex: Female
Occupation { if relevant)

Exposure route:

Other

Was adverse effect result of
suicide/homicide or attenipted
suicide/homicide?

No

Was protective clothing worn
{specify) ?

If female, pregnant ?

Unknown to Company

Was exposure occupational?

If yes, days lost due to iliness:

Time between exposure and
onset of symptoms:

11 Days

Type of medicat care sought {examples
include none, clinie, hospital emergency
department, private physician, PCC,
hospital inpatient)

On 27-0¢t-~2020, patient

Exposurc data:
Amount of pesticide:
Unknown per 1

Expose duration:
0 Days
Patient weight:
185 Pounds

Human severity category

H-C

List signs/symptoms/adverse effects
Pruritus

Dermatitis and eczema
Paraesthesiz

Urticaria

If lab tests were performed, bist
test names and results(If available
submit report).

None reported

This box can be used to provide any explanatory or qualifying information surrounding the incident, {add additional pages if necessary)

Internal ID #

2020-US0057379

Version : 10-Nov-2020 at 16:06
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Voluntary Industry Reporting Form for 6(a)(2) Adverse Effects Incident Information '
Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

-018

Page 1 of 3

¢

Row 1 Reporter Name " Submission Contact person (if different than reporter) | lnternal [D #
Administrative |\ Mrg  Sherry Beard date. Not Applicabie 2020-US0059025
Data 12-16-2020

Address Address

LAVEEN UiSA

Arizona

85339

USA

Phone # Phone #

6014251644
Incident Status: Location and date of incident. Pate registrant Was incident part of larger study ?
New !:vec-admet aware of
If update,include date of fneident. No
original submission 11-16-2020 ’
10-12-2020

Row 2 EPA Registration # (Product 1) EP A Registration # (Product 2) EPA Registration # (Product 3)
Pesticide(s)
Invoived 11556-155

Al (s) AL (s) AL (8)

Flumethrin-Imidacloprid
Product | name Product 2 name Product 3 name
Seresto Dog (unspecified)
Exposed to concentrate prior to dilution ? i Exposedto concentrate prior to dilution 7 | Exposed to concentrate prior to dilution ?
Formulation Formulation Formulation
Collar

Row 3 Evidence label directions |Incident site: (Examples include home, vard, Situation (act of using product) (examples
Incident were not followed? school, industrial, nursery/ greenhouse, including mixing/loading, reentry,
Circumstances Yes surface water, comunercial turf, application, transportation, repair,

Intentional misuse

No highway)).

Applicator certified
PCO?
Na

building/o ffice, forest/woods, agricultural
(specity crop), right-of-way, (rail, utility,

Home

manufacturing/formulating).

maintenance of application equipment,

See Incident Description Notes

How exposed:
(examples include direct
contact with treated
surface, ingestion, spil,
drift, runoff).

See Incident
Description

Brief description of incident circumstances

Version :

ED_005739A_00423812-00098
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Voluntary Industry Reporting Form for 6(a)(2) Information Involving Humans

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Ager Adult

Sex: Female
Oceupation { if relevant)

Exposure route:

Other

Was adverse effect result of
suicide/homicide or attempted
suicide/homicide?

No

Was protective clothing wora
(specify) ?

If female, pregnant 7

Unknown to Company

Was exposure occupational?

If yes, days lost due to illness:

Time between exposure and
onset of symptoms:

1 Days *

Type of medical care sought (exampies
include none, clinie, hospital emergency
department, private physician, PCC,
hospital inpatient)

List signsisymptomsiadverse effects
Pruritus

Exposure data:
Amount of pesticide:
Unknown per 1

Expose duration:
0 Days
Patient weight:
UNK

Human severity category

H-C

If lab tests were performed, list
test names and results{If available
submit report).

None reported

This box can be used to provide any explanatory or qualifying information surrounding the incident. (add additional pages if necessary)

Internal ID #

2020-US005%025

¥ approximate

Version : 19-Nov-2020 at 16:04
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Voluntary Industry Reporting Form for 6(a)}(2) Adverse Effects Incident Information

-019

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area. Page | of 3
Row | Reporter Name Submission Contact person (if different than reporter) | Internal 113 #
Administrative iy Bi11  Dpant date. Not Applicable 2020-US0059506
Data 12-16-2020

Address Address

3701 SW Comus St USA

PORTLAND

Oregon

97219

USA

Phone # Phone #

5037812999
Tncident Status: Location and date of incident. Date registrant Was incident part of larger study ?
New became aware of
If update,include date of incident. No
original submission 11-19-2020
11-18-20620

Row 2 EPA Registration # (Product 1) EP A Registration # (Product 2) EP A Registration # (Product 3}
Pesticide(s)
Involved 11556-152 11556-125

Al (s) Al (s) AL (8)

Imidacloprid-Pyriproxyfen Imidacloprid-Pyriproxyfen
Product 1 name Product 2 name Product 3 name
Advantage II Large Cat Advantage II Medium Dog
Bxposed to concentrate prior to difution 7 |Exposed to concentrate prior to dilution ? | Exposed te concentrate prior to dilution 7
Formulation Formulation Formulation
Topical solution Topical solution
Row 3 Evidence label directions | Incident site: (Examples include home, yard, Situation (act of using product) :(examples
Incident were not followed? school, industrial, nursery/ greenhouse, including mixing/loading, reentry,
Circumstances Yes surface watcr, convmercial turf, application, transportation, repair,
: ol

intentional misuse

No highway)).

Applicator certified
PCO?
No

building/office, forest/woads, agricuitural
(specify crop), right-of-way, (rail, utility,

Home

maintenance of application equipment,
manufacturing/formulating).

See Incident Description Notes

How exposed:
(examples include direct
contact with treated
surface, ingestion, spill,
drift, runoff).

See Incident
Description

Brief description of incident circumstances

Version : 20-Novy-2020 at 14:53
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Voluntary Industry Reporting Foumn for 6(a)(2) Information Involving Humans

Provide all known, required information. If required data field information is unkuvown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Age: 58 Year(s) -

Sex : Male
Occupation { if relevant)

Exposure route:

Other

Was adverse effect result of
suicide/homicide or attempted
suicide/homicide?

No

Was protective clothing worn
{specify) ?

If female, pregnant ?

Was exposurs cccupational?

Ifyes, days lost due to liness:

Tine between exposure and
onset of syraptoms:

1 Days

Type of medical care sought (examples
include none, clinic, hospital emergency
department, private physieian, PCC,
hospital inpatient)

permethrin cream

Exposure data:
Amount of pesticide:
Unknown per 1

Expose duration:

0 day (s}

Patient weight:
200 Pounds

Human severity category

H-C

List signs/symptoms/adverse effects
Dermatitis and eczema
Erythema

Dermatitis and aczema
Skin lesion NOS

1f lab tests were performed, list
test names and results{If available
submit report).

None reported

This box can be used to provide any explanatory or qualifying information swrrounding the incident. (add additional pages if necessary)

Internal 1D #

2020-U50059506

Version : 20-Nov-2020 at 14:33
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-020

Voluntary Industry Reporting Form for 6(a)(2) Adverse Effects Incident Information

Provide all known, required information. If required data ficld information is unknown, designate as such in appropriate area. Page | of 3
Row 1 Reporter Name Submission Contact person (if different than reporter) | Internal ID #
Administrative 1 us Theresa Mitler date. Not Applicable 2020-U50055731
Data 12-16-2020

Address Address

141 C141 Commodor Dr NWommodor Dr NW USA

Hitchell

Georgia

31061

USA

Phone # Phone #

478-451-9998
{ncident Status: Locatton and date of incident. Date registrant Was incident part of larger study ?
New E.m(\:'z:jmetaware of
If update,include date of fneident. Ko
original subrmission 11-18-2020
09-01~2020

Row?2 EPA Registration # (Product 1) EPA Registration # (Product 2) EPA Registration # (IProduct 3)
Pesticide(s)
Involved 11556~155

AL (s} Al (s) AL (5)

Flumethrin-Imidacloprid
Product | name Product 2 name Product 3 name
Seresto (unspecified)
Exposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution 7 | Exposed to concentrate prior to dilution 7
Formulation Formulation Formulation
Collar
Row 3 Evidence label directions | Incident site: (Examples include home, yard, Sitwation {act of using product) :(examples
Incident were not followed? school, industrial, nursery/ greenhouse, ncliding mixing/loading, reentry,
Circumstances Yes surface water, commerciaf turf, application, transportation, repair,
. ] building/offive, forest/woods, agricultural maintenance of application equipment,
Intentional misuse {specify crop), right-of-way, (rail, utility, manufacturing/formuolating).
No highway)).

Applicator certified
PCO?
No

Home

See Incident Description Notes

How exposed:
(examples include direct
contact with treated
surface, ingestion, spill,
drift, runoft).

See Incident
Descriptien

Brief description of mcident circumstances

Version ; 3-Dec-2020 at 10:57
102

ED_005739A_00423812-00102



Voluntary Industry Reporting Form for 6(a)(2) Information Involving Humans

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Age: 62 Year(s) -

Sex: Female
Occupation ( if relevant)

Exposure route: Was adverse effect result of

saicide/homicide or attempted
suicideshomicide?

Other No

Was protective clothing worn
{(specify) 7

If female, pregnant ?

No

Time between exposure and
onset of symptoms:

Was exposure occupational?

If yes, days lost due to illness: 4 Hours *

Type of medical care sought (examples
include none, clinic, hospital emergency
department, private physician, PCC,
hospital inpatient)

Exposure data:
Amount of pesticide:
Unknown per 1

Expose duration:
0 Days
Patient weight:

UNK

Human severity category

H-C

List signs/symptoms/adverse effects
Dizziness

Nausea

Malaise

Emesis

Ataxia

Ataxia

Ear pain

Dyspepsia

If lab tests were performed, list
test names and results(If available
submit report).

None reported

This box can be used to provide any explanatory or qualifying information surrounding the incident. {add additional pages if necessary)

Internal ID #

2020-~U50059731

* approximate

Version : 3~Dec-2020 at 10:57
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Voluntary Industry Reporting Form for 6(2)(2) Adverse Effects [ncident Information

-021

Provide all known, required information. If required data field information is unkvnown, designate as such in appropriate area. Page 1 of 3
Row 1 Reporter Name Submtission Contact person (if different than reporter) | Internal D #
Administrative Mg patricia  Bolden date. Not Provided 2020-US0059951
Data 12-16-2020
Address Address
11575 Fisher Rd USA
BON AQUA
Tennessee
37025
USA
Phone # Phone #
9316705763
Incident Status: Location and date of incident. DJate registrant Was incident part of larger study 7
New E‘)ec'admetaware of
{f update,include date of inedent. No
original submission 11-23-2020
09-01-2019
Row2 EPA Registration # (Product 1) EPA Registration # (Product 2} EPA Registration # (Product 3}
Pesticide(s)
Involved 11556155
AL (s) Al (s) Al (s)
Flumethrin-Imidacioprid
Product 1 name Product 2 name Product 3 name
Seresto Dog (unspecified)
Exposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution ?
Formulation Formulation Formulation
Collar
Row 3 Evidence label directions |Incident site: (Examples include home, yard, Situation (act of using product) :(examples
Incident were not followed? school, industrial, nursery/ greenhouse, including mixing/loading, reentry,
Circumstances Yes surface water, commercial turf, application, transportation, repair,
o . building/office, forest/woods, agricultural maintenance of application equipment,
Intentional misuse (specify crop), right~of-way, (rail, utility, manufacturing/formulating).
No highway)).
Applicator certified Home See Incident Description Notes
PCO?
No
How exposed: Brief description of incident circumstances
(examples include direct
contact with treated
surface, ingestion, spill,
drift, runoff).
See Incident
Description

Version : 2-Dee-2020 at 07:07
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Volantary Industry Reporting Form for 6(a)(2) Information Invelving Humans

Provide all known, required information. If required data field information is unkunown, designate as such in appropriate area,

Page 3 of 3

Demographic information:
Ager Aduit

Sex : Male
Oceupation { if relevant)

Exposure route: Was adverse effect result of

suicide/homicide or attempted
suicide/homicide?

Other No

Was protective clothing worn
(specify) ?

If female, pregnant 7

‘Was exposure occupational?
No
i yes, days lost due to illness:

Time between exposure and
onset of symptons:

2 Hours *

Type of medical care sought (examples
include none, clinic, hospital emergency
department, private physician, PCC,
hospital inpatient)

medical induced coma,

Exposure data:
Amount of pesticide:
Unknown per 1

Expose duration:
0 Days
Patient weight:

UNK

Human severity category

H-B

List signs/symptoms/adverse effects
Systemic disorder NOS
Convulsion

Anaphylaxis

if iab tests were performed, list
test names and results(If available
submit report).

Nane reported

This box can be used to provide any explanatory or qualifying information surrounding the incident. {(add additional pages if necessary)

Internal ID #

2020-US0059951

* approximate

Yersion : 2-Dec-2020 at 07:07
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View!Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Szlect the Print button on the print dialog
box that appears. Note: If your browser does not sLipport this function select Print from the File menu to print the label,

2. Fold the printed fabel at the solid line below. Place the label in a UPS Shipping Pouch. if you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TQ UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM) location, URS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. Items sent via UPS Retumn Services(SM) (inciuding via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup ali your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Palnt™ UPS Accass Polat™ UPS Access Polnt™
THE UPS STORE ADVANGE AUTO PARTS STORE #5838 HYPER COMPUTER AND BATTLE GAME
13851 WBIRD ST 11818 SHAWNEE MISSION PKWY 11841 JOHNBON OR
SHAWNEE KS 58218 SHAWNEE KS 56203 SHAVWNEE KS 66218
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached {o your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the fabel.

2, Fold the printed label at the solid line below. Flace the label in a UPS Shipping Pouch. i you do not have a pouch, affix the
folded fabel using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM) focation, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. Hems sent via UPS Return Services(SM} (including via Ground) are aiso
accepted at Drop Boxes. To find the location nearest you, please visit the Resocurces area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Actess Point™ UFS Ancess Poimt™ UPS Accass Point™
THE UFS STORE ADVANCE AUTO PARTS STORE #5498 HYPER SOMPUTER AND BATTLE GAME
13851 WB3RD T 11818 SHAWNEE MISSION PKWY 11941 JOHNSON DR
SHAWNEE ,KS 56218 SHAVNEE K5 68208 SHAVNEE KS 56216
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function sefect Print from the File menu to print the iabsl.

2. Fold the printed label at the solid line below. Place the label in @ UPS Shipping Pouch. if you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label,

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s} as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM} focation, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. ftems sent via UPS Return Services(SM) {including via Ground} are also
accepted at Drop Boxes, To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Roint™ UPS Access Point™ UPS Access Point™
THE UP3 STORE ADVANCE AUTC PARTS STORE #5998 HYPER COMPUTER AND BATTLE GAME
13851 WEHIRD &1 11818 SHAWNEE MISSION PKWY 11841 JOHNSON DR
SHAWNEE K5 68216 SHAWNEE KS 66203 SHAWNEE XS 86216
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UPS CampusShip | UPS - United States Page 1 of |

UPS CampusShip: View/Print L.abel

1. Ensure there are no other shipping or tracking lahels attached to your package. Selsct the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the label.

2. Fold the printed label at the solid line below. Place the label in a UPS Shipping Pouch. If you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver wilt pickup your shipment(s} as usual,

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point(TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near vou. ltems sent via UPS Return Services{SM) (including via Ground) are also
acoepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations,

Schedule a samea day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Poim™ UPS Accass Point™ UPS Access Point™

THE LPS STORE ADVANCE AUTO PARTS STORE #5398 HYPER COMPUTER AND BATTLE GANME
13851 WHIRE §T 11818 SHAWNEE MISBION PR 11941 JOHNSON BR
SHAWNEE KS 66216 SHAWNEE KS 55203 SHAWNEE KS 56216
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UPS CampusShip | UPS - United States Page l of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking lahels attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the fabel.

2. Fold the printed lahel at the sclid line below. Place the label in a UPS Shipping Pouch. f you do not have a pouch, affix the
folded tabe! using clear plastic shipping tape over the entire iabel.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment{s) as usual.

Customers without a Daily Pickup

Take your package o any location of The UPS Store®, UPS Accass Point{TM} location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Cutlet near you. items sent via UPS Return Services(SM) (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resourcas area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Paint™ UFS Ancess PoinfT™ UPS Actass Polnt™
THE UPS STORE ADVANCE AUTQ PARTS STORE #5954 HYPER COMPUTER AND BATTLE GAME
13851 WE3RD ST 11818 SHAWNEE MISSION FIUWY 11841 JOBNSON DR
SHAWNEE KS 66216 SHAWNEE KS 65203 SHAWNEE KS 88215
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November 19, 2020

U.S. Environmental Protection Agency
Document Processing Desk - 6{(a){(2)
Office of Pesticide Programs - 7504P
Room 5-4900, One Potomac Yard
Arlington, VA 22202-4501

SUBJECT: 8{a)(2) Incidents Accumulated for Month of Gctober, 2020

Dear SirlfMadam:

Please find additional Elanco US Inc. 6(a)(2) incidents
accumulated during the month of August, 2020. These incidents

are being submitted in accordance with FIFRA Section 6(a)(2).

Please feal free to contact me at chris.ensley@bayer.com or 913-268-2730,

if | can provide any additional information, or fo be any further assistance.

Respectfully,

Elanco US Inc

L B
% SR ‘%\@w&g‘m

e s
Chris Ensley
Regulatory Affairs Specialist

Encl: Elanco report nos:

No cases o report for this time period.

Flanco US Inc
PO Box 390
Shawnee
Mission, Kansas
56201-0380
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November 19, 2020

Adverse Effects Coordinator
Department of Pesticide Regulation
Pesticide Registration Branch

1001 1 Street, PO Box 4015
Sacramento, CA 95812-4015

SUBJECT: 6{(a)(2) Incidents Accumulated for Month of October, 2020
CCR Section 6210 Submission

Elance UsInc

Adverse Events Coordinator: PO Box 390
Enclosed please find Elanco’s letters addressed to the U.S. EPA with the %ﬁwnﬁﬁ Mission,
descriptions of Elanco US Inc. incidents attached and submitted {o 66201-0390

FIFRA 6{a){2). Please feel free {0 contact me at chris.ensley@elancoah.com or
913-268-2730, if | can provide any additional information, orto be any

further assistance.

Respectfully,
Elanco US Inc

i

- §% i e "
P * :} ) q‘g x,\gf\
iﬁ\uk&waﬁ Lo >

Mo
Chris Ensley

Regulatory Affairs Specialist

Encl: U.S. EPA letters dated November 18, 2020.
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November 19, 2020

Labelie Hicks, Ph.D. DABT

Maine Board of Pesticides Control
28 Statehouse Station

Augusta, ME 04333

SUBJECT: 6(a)}(2) incidents Accumulated for Month of Ociober, 2020.

Dear Dr. Hicks: Elanco US Inc
PO Box 390

L . o ) Shawnee Mission,
descriptions of Elanco US Inc., incidents attached and submitled pursuant to KS, 66201-0390

Enclosed please find Elanco's letters addressed to the U.S. EPA with the

FIFRA 6(a}(2). Please feel free to contact me at chris.ensley@elancoah.com or
913-268-2730, if | can provide any additional information, or fo be any

further assistance.

Respectfully,

Elanco US Inc

- Chris Ensley
Regulatory Affairs Specialist
Encl LS. EPA letters dated November 19, 2020,
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November 19, 2020

Paula McBath, Enviromental Chemist i}

Pesticide Product Registiration Section

New York State Department of Environmental Conservation
625 Broadway

Albany, NY 12233-7257

SUBJECT: 6(a)(2) Incidents for Month of October 2020 Section 326.14 {f) Reporting
Dear Paula McBath:

Enclosed please find Elanco’s lelters addressed to the U5,
Elanco US Inc

EPA with the descriptions of Elanceo US Inc. incidents aftached and submitied PO Rox 390

. . Shawnee Mission, K5,
pursuant to FIFRA 6(a)(2). 662010350
Piease feel free fo contact me at chris.ensley@elancoah.com or 913-268-2730,

if | can provide any additional information, or to be any further assistance.

Respectiully,

Elanco US Inc

Chris Ensley

Regulatory Affairs Specialist

Encl; U.5. EPA letters dated November 19, 2020,
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November 18, 2020
Mr. Kevin Haack

Texas Department of Agriculture

Pesticide Registration Program

Stephan F. Austin Building

1700 No. Congrass Ave., Austin, TX 78701

SUBJECT: 6(a}(2) Incidents Accumulated for Month of Octcber, 2020

Dear Mr. Haack:

Enclosed please find Elanco's letters addressed to
the U.S. EPA with the descriptions of Elanco US Inc. incidents
attached and submitted pursuant to FIFRA 6(a}(2).

Please feel free to contact me at chris.ensley@elancoah.com or at
913-2688-2730, if | can provide any additiona! information,

ar to be any further assistance.,

Respectfully,
Elanco US Inc

i TS A
Olosd S

q

Regulatory Affairs Specialist

Chris Ensley

Encl: U5, EPA letters dated November 19, 2020.

Elanco US Inc
PO Box 390
Shawnee Mission,
KS, 66201-0390
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UPS CampusShip | UPS - United States Page 1 of |

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or fracking labels atfached to your package. Select the Print buiton on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the label.

2. Fold the printed label at the solid line below. Place the label in a UPS Shipping Pouch. if you do not have a pouch, affix the
folded label using clear piastic shipping tape over the entire fabe!.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipmeant(s) as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{(TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Qutlet near you. ltems sent via UPS Return Sevices(SM) {inciuding via Ground} are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Scheduie a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Accass Pois{™ UPS Access Pain’™ UPS Accass Point™
THE UPS STORE ADVANCE AUTG PARTS STORE #5998 HYPER COMPUTER AND BATTLE GAME
13851 WE3RE ST 14818 SHAWNEE MISSION PKWY 11841 JOHNSON DR
SHAWNEE K5 86218 SHAWNEE KS 65203 SHAWNEE XS 66216
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print hutton on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the label,

2. Fold the printed label at the solid line below. Place the label in a UFS Shipping Pouch. if you do not have a pouch, affix the
folded labst using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Yaour driver wilt pickup your shipmeni{s} as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point(TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. ltems sent via UPS Return Services{SM) (inciuding via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Point™ UPS Access Poin™ UPS Acpess Poin™

THE UPS STORE ADVANCE AUTD PARTS STORE #5808 HYPER COMPUTER AND BATTLE GAME
13851 WEIRD ST 11818 SHAWNEE MISSION PKWY 11841 JOHNSON PR
SHAWNEE KS 66218 SHAWNEE KS 86203 BHAWNEE KsS 66218
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
box that appears. Nate: If your browser does not support this function select Print from the File menu to print the label,

2. Fold the printed iabel at the solid line below. Place the iabel in a UPS Shipping Pauch. If you do not have a pouch, affix the
folded fabet using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver wifl pickup your shipment(s) as usual,

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Cutlet near vou. ltems sent via UPS Return Services(SM] (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver In your area.

VPSS Accass Point™ UPS Access Poin™ UPS Access Poini™
THE UPRS STORE AQVANCE AUTC PARTS STORE #5993 RYPER COMPUTER AND BATTLE GAME
13851 WB3IRD ST 11818 SHAWNEE MISSION PRWY 11941 JOHNSON DR
SHAWNEE K8 55218 SHAWNEE K5 68203 SHAWNEFR K§ 88218
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UPS CampusShip | UPS - United States Page 1 of 1

UP8 CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labeis attached to your package. Select the Print button on the print disfog
box that appears. Note: if your browser does not support this function select Print fram the File menu to print the label.

2. Fold the printed label at the solid line below. Place the label in a UPS Shipping Pouch. If you do not have a pouch, affix the
folded tabel using clear plastic shipping tape over the entire labal.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s} as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Cutlet near you. items sent via UPS Return Services(SM} (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Azcess Poim™ UPS Acosss Poini™ UPS Accass Point™

THE UPS STORE ADVANCE AUTD PARTS STORE #5338 HYPER COMPUTER AN BATTLE GAME
13851 WB3RD 5T 11818 SHAWNEE MISSION PRWY 11941 JOHMNSON DR
SHAWNEE |KS 86216 SHAVWNEE KS 58203 SHAWNEE KS 862185
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UPS CampusShip | UPS - United States Page 1 of' 1

UPS CampusShip: View/Print Labet

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: if your browser does not support this function select Print from the File menu to print the label.

»y

Fold the printed label at the solid line below. Place the label in a UPS Shipping Pauch. If you do not have a pouch, affix the
folded fabel using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipmeni(s) as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM) location, UPS Drop Box, UPS Customer Certter,
Slaples® or Authorized Shipping Outlet near you. ltems sent via UPS Return Services(SM} (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup ail your CampusShip packages.

Hand the package to any UPS driver in your area,

UPS Accass Point™ UPS Access Pain™ UP3S Access Poini™
THE UPS 8TORE ADVANGE AUTC PARTS STORE #5933 HYPER COMPUTER AND BATTLE GAME
13851 WH3IRD ST 11818 SHAWNEE MISSION PKWY 11941 JOHNSON DR
SHAWNEE K3 86218 SHAWNEE K& 36203 SHAWNEE S 86218
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December 16, 2020

LS. Environmental Protaction Agency
Document Processing Desk - 6(a}(2)
Office of Pesticide Programs - 7504P
Room $-4900, One Pofomac Yard

Arlington, VA 22202-4501 Flanco US Inc
_ PO Box 390
SUBJECT: 6(a)(2) Incidents Accumulated for Month of November, 2020 Shawnee
Mission, Kansas
Dear Sir/Madam: 66201-0390

Please find additional Elanco US Inc. 6{(a)}(2) incidents
accumulated during the month of November, 2020. These incidents

are being submitted in accordance with FIFRA Section 6(a)(2).

Please feel free to contact me at chris.ensley@bayer.com or 913-268-2730,

if | can provide any additional information, or 1o be any further assistance.

Respectiully,

Elanco US iInc

Chris Ensley
Regulatory Affairs Specialist

Encl: Elanco report nos:
2020-US0057379, 2020-US0058028, 2020-US0059506, 2020-US0058731, 2020-US0059851
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December 16, 2020

Adverse Effects Coordinator

Department of Pesticide Regulation

Pesticide Registration Branch
1001 1 Street, PO Box 4015
Sacramento, CA 85812-4015

SUBJECT: 6(a)(2) Incidents Accumulated for Month of November, 2020
CCR Section 6210 Submission

Adverse kEvents Coordinator:

Enclosed please find Elanco’s letters addressed {o the U.S. EPA with the
descriptions of Elanco US Inc. incidents sttached and submitted to
FIFRA 6(a}{2). Please feel free to contact me at chris.ensley@elancoah.com or

813-268-2730, if | can provide any additional information, or to be any

further assistance.

Respectfully,

Elanco US Inc

Chris Ensley
Regulatory Affairs Specialist

Encl: U.S. EPA letters dated December 16, 2020 with attachments.

Elanco Us Inc

PO Box 390
Shawnee Mission,
KS

66201-0390
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December 18, 2020
Labelle Hicks, Ph.D. DABT

Maine Board of Pesticides Control

28 Statehouse Siation
Augusta, ME 04333

SUBJECT: 6(a){2) Incidents Accumulated for Month of November, 2020,

Dear Dr. Hicks:

Enclosed please find Elanco's letters addressed {o the U.S. EPA with the

descriptions of Elanco US Inc., incidenis attached and submitted pursuant {o

FIFRA 6{a)}{2). Please feel free to contact me at chris.ensley@elancoah.com or

8913-268-2730, if | can provide any additional information, or to be any

further assistance.

Respectiully,

Elanco US Ing

Chris Ensley
Regulatory Affairs Specialist

Encl: U5, EPA letters dated December 16, 2020 with attachments.

Flanco US Inc
PO Box 350
Shawnee Mission,
K&, 66201-0390
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December 16, 2020

Paula McBath, Enviromental Chemist il

Pesticide Product Registration Section

New York State Department of Environmental Conservation
625 Broadway

Albany, NY 12233-7257

SUBJECT: 6(a)2) Incidents for Month of November 2020 Section 326.14 {f) Reporting

Dear Paula McBath:

Enclosed please find Elanco's letters addressed to the U.S.
Flanco US Inc

ERPA with the descriptions of Elanco US Inc. incidents attached and submitied DOy Box 390

pursuant foc FIFRA 6(a)(2). 22;3]3; g’iismn’ KS,
AU

Please feel free to contact me at chris.ensley@elancoah.com or 913-268-2730,

if | can provide any additional information, or to be any further assistance.

Respectiully,

Elanco US Inc

Chris Ensley
Regulatory Affairs Specialist

Encl: U8, EPA letters dated December 18, 2020 with attachments.
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December 18, 2020

Mr. Kevin Haack

Texas Depariment of Agriculture

Pesticide Registration Program

Stephan F. Austin Building

1700 No. Congress Ave., Austin, TX 78701

SUBJECT: 6(a)(2) Incidents Accumulated for Month of November, 2020
Dear Mr. Haack:

Enclosed please find Elanco’s letters addressed to
Flanco US Inc

the U.S. EPA with the descriptions of Elanco US Inc. incidents PO Box 390
) . . Shawnee Mission,
attached and submitted pursuant to FIFRA 6(a)(2). KS, 66201-0390

Please feel free to contact me at chris.ensley@elancoah.com or at
8913-268-2730, if | can provide any additional information,

or to be any further assistance.

Respectfully,

Elanco US Inc

Chris Ensley
Regulatory Affairs Specialist

Encl U.S. EPA letters dated December 16, 2020 with attachments.
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Voluntary Industry Reﬁ)oz*tiﬁg Form for 6(a)(2) Adverse Effects Incident Information

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

Duplicate of -017

Page 1 of 3

Intentional misuse

No highway}).

Applicator certified
PCO?
No

building/office, forest/woods, agricultural
(specify crop), right-ofeway, (rail, utility,

Home

Row 1 Reporter Name Submission Contact person (if different than reporter) | Internal 1D #
Administrative Mg T)  Waters date. Not Applicable 2020-150057379
Data 12-16-2020,

Address Address

8601 Sawyer Brown Road Usa

NASHVILLE

Tennessee

37221

LUSA

Phone # Phone #

615-394-5848
Incident Status: Location and date of incident. Date regisirant Was incident part of larger study ?
New %aeczmetaware of
If update,include date of fexdent. No
original submission 11-06-2020
10-25-2020

Row 2 EPA Registration # (Product 1) EPA Registration # (Product 2} EP A Registration # (Product 3)
Pesticide(s)
Involved 11556-155

AL (s) AL (s) Al (s}

Flumethrin-Imidacloprid
Product 1 name Product 2 name Product 3 name
Seresto Large Dog
Fxposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution 7 | Exposed to concentrate prior to dilation ?
Formulation Formuiation Formulation
Cotlar

Row 3 Evidence label directions | Incident site: (Examples include howe, yard, Situation (act of using product) :(examples
Incident were not followed? school, industrial, nursery/ greenhouse, including mixing/loading, reentry,
Circumstances Yes surface water, commercial turf, application, transportation, repair,

maintenance of application equipment,
manufactuing/formulating).

See Incident Description Notes

How exposed:
(examples include direct
contact with treated
surface, ingestion, spill,
drift, runoff).

See Incident
Description

Brief description of incident circumstances

Version : 10-Nov-2020 at 16:06
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Voluntary Industry Reporting Form for 6(a)(2) Information Involéing Humans

Provide all known, required information. If required data ficld information is unknown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Aper 58 Year(s) -

Sex: Female
Occupation { if relevant)

Exposure route:

Other

Was adverse effect result of
suicide/homicide or attenipted
suicide/homicide?

No

Was protective clothing worn
{specify) ?

If female, pregnant ?

Unknown to Company

Was exposure occupational?

If yes, days lost due to iliness:

Time between exposure and
onset of symptoms:

11 Days

Type of medicat care sought {examples
include none, clinie, hospital emergency
department, private physician, PCC,
hospital inpatient)

On 27-0¢t-~2020, patient

Exposurc data:
Amount of pesticide:
Unknown per 1

Expose duration:
0 Days
Patient weight:
185 Pounds

Human severity category

H-C

List signs/symptoms/adverse effects
Pruritus

Dermatitis and eczema
Paraesthesiz

Urticaria

If lab tests were performed, bist
test names and results(If available
submit report).

None reported

This box can be used to provide any explanatory or qualifying information surrounding the incident, {add additional pages if necessary)

Internal ID #

2020-US0057379

Version : 10-Nov-2020 at 16:06
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Voluntary Industry Reporting Form for 6(a)(2) Adverse Effects Incident Information '
Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

Duplicate of -018

Page 1 of 3

¢

Row 1 Reporter Name " Submission Contact person (if different than reporter) | lnternal [D #
Administrative |\ Mrg  Sherry Beard date. Not Applicabie 2020-US0059025
Data 12-16-2020

Address Address

LAVEEN UiSA

Arizona

85339

USA

Phone # Phone #

6014251644
Incident Status: Location and date of incident. Pate registrant Was incident part of larger study ?
New !:vec-admet aware of
If update,include date of fneident. No
original submission 11-16-2020 ’
10-12-2020

Row 2 EPA Registration # (Product 1) EP A Registration # (Product 2) EPA Registration # (Product 3)
Pesticide(s)
Invoived 11556-155

Al (s) AL (s) AL (8)

Flumethrin-Imidacloprid
Product | name Product 2 name Product 3 name
Seresto Dog (unspecified)
Exposed to concentrate prior to dilution ? i Exposedto concentrate prior to dilution 7 | Exposed to concentrate prior to dilution ?
Formulation Formulation Formulation
Collar

Row 3 Evidence label directions |Incident site: (Examples include home, vard, Situation (act of using product) (examples
Incident were not followed? school, industrial, nursery/ greenhouse, including mixing/loading, reentry,
Circumstances Yes surface water, comunercial turf, application, transportation, repair,

Intentional misuse

No highway)).

Applicator certified
PCO?
Na

building/o ffice, forest/woods, agricultural
(specity crop), right-of-way, (rail, utility,

Home

manufacturing/formulating).

maintenance of application equipment,

See Incident Description Notes

How exposed:
(examples include direct
contact with treated
surface, ingestion, spil,
drift, runoff).

See Incident
Description

Brief description of incident circumstances

Version :

ED_005739A_00423812-00128

[9-Nov-2020 at 16:04
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Voluntary Industry Reporting Form for 6(a)(2) Information Involving Humans

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Ager Adult

Sex: Female
Oceupation { if relevant)

Exposure route:

Other

Was adverse effect result of
suicide/homicide or attempted
suicide/homicide?

No

Was protective clothing wora
(specify) ?

If female, pregnant 7

Unknown to Company

Was exposure occupational?

If yes, days lost due to illness:

Time between exposure and
onset of symptoms:

1 Days *

Type of medical care sought (exampies
include none, clinie, hospital emergency
department, private physician, PCC,
hospital inpatient)

List signsisymptomsiadverse effects
Pruritus

Exposure data:
Amount of pesticide:
Unknown per 1

Expose duration:
0 Days
Patient weight:
UNK

Human severity category

H-C

If lab tests were performed, list
test names and results{If available
submit report).

None reported

This box can be used to provide any explanatory or qualifying information surrounding the incident. (add additional pages if necessary)

Internal ID #

2020-US005%025

¥ approximate

Version : 19-Nov-2020 at 16:04
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Voluntary Industry Reporting Form for 6(a)}(2) Adverse Effects Incident Information

Duplicate of -019

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area. Page | of 3
Row | Reporter Name Submission Contact person (if different than reporter) | Internal 113 #
Administrative iy Bi11  Dpant date. Not Applicable 2020-US0059506
Data 12-16-2020

Address Address

3701 SW Comus St USA

PORTLAND

Oregon

97219

USA

Phone # Phone #

5037812999
Tncident Status: Location and date of incident. Date registrant Was incident part of larger study ?
New became aware of
If update,include date of incident. No
original submission 11-19-2020
11-18-20620

Row 2 EPA Registration # (Product 1) EP A Registration # (Product 2) EP A Registration # (Product 3}
Pesticide(s)
Involved 11556-152 11556-125

Al (s) Al (s) AL (8)

Imidacloprid-Pyriproxyfen Imidacloprid-Pyriproxyfen
Product 1 name Product 2 name Product 3 name
Advantage II Large Cat Advantage II Medium Dog
Bxposed to concentrate prior to difution 7 |Exposed to concentrate prior to dilution ? | Exposed te concentrate prior to dilution 7
Formulation Formulation Formulation
Topical solution Topical solution
Row 3 Evidence label directions | Incident site: (Examples include home, yard, Situation (act of using product) :(examples
Incident were not followed? school, industrial, nursery/ greenhouse, including mixing/loading, reentry,
Circumstances Yes surface watcr, convmercial turf, application, transportation, repair,
. > building/office, forest/woods, agricuitural maintenance of application equipment,
Intentional misuse (specity crop), right-of-way, (rail, utility, manufacturing/formulating).
No highway)).

Applicator certified
PCO?
No

Home

See Incident Description Notes

How exposed:
(examples include direct
contact with treated
surface, ingestion, spill,
drift, runoff).

See Incident
Description

Brief description of incident circumstances

Version : 20-Novy-2020 at 14:53
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Voluntary Industry Reporting Foumn for 6(a)(2) Information Involving Humans

Provide all known, required information. If required data field information is unkuvown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Age: 58 Year(s) -

Sex : Male
Occupation { if relevant)

Exposure route:

Other

Was adverse effect result of
suicide/homicide or attempted
suicide/homicide?

No

Was protective clothing worn
{specify) ?

If female, pregnant ?

Was exposurs cccupational?

Ifyes, days lost due to liness:

Tine between exposure and
onset of syraptoms:

1 Days

Type of medical care sought (examples
include none, clinic, hospital emergency
department, private physieian, PCC,
hospital inpatient)

permethrin cream

Exposure data:
Amount of pesticide:
Unknown per 1

Expose duration:

0 day (s}

Patient weight:
200 Pounds

Human severity category

H-C

List signs/symptoms/adverse effects
Dermatitis and eczema
Erythema

Dermatitis and aczema
Skin lesion NOS

1f lab tests were performed, list
test names and results{If available
submit report).

None reported

This box can be used to provide any explanatory or qualifying information swrrounding the incident. (add additional pages if necessary)

Internal 1D #

2020-U50059506

Version : 20-Nov-2020 at 14:33
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Duplicate of -020

Voluntary Industry Reporting Form for 6(a)(2) Adverse Effects Incident Information

Provide all known, required information. If required data ficld information is unknown, designate as such in appropriate area. Page | of 3
Row 1 Reporter Name Submission Contact person (if different than reporter) | Internal ID #
Administrative 1 us Theresa Mitler date. Not Applicable 2020-U50055731
Data 12-16-2020

Address Address

141 C141 Commodor Dr NWommodor Dr NW USA

Hitchell

Georgia

31061

USA

Phone # Phone #

478-451-9998
{ncident Status: Locatton and date of incident. Date registrant Was incident part of larger study ?
New E.m(\:'z:jmetaware of
If update,include date of fneident. Ko
original subrmission 11-18-2020
09-01~2020

Row?2 EPA Registration # (Product 1) EPA Registration # (Product 2) EPA Registration # (IProduct 3)
Pesticide(s)
Involved 11556~155

AL (s} Al (s) AL (5)

Flumethrin-Imidacloprid
Product | name Product 2 name Product 3 name
Seresto (unspecified)
Exposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution 7 | Exposed to concentrate prior to dilution 7
Formulation Formulation Formulation
Collar
Row 3 Evidence label directions | Incident site: (Examples include home, yard, Sitwation {act of using product) :(examples
Incident were not followed? school, industrial, nursery/ greenhouse, ncliding mixing/loading, reentry,
Circumstances Yes surface water, commerciaf turf, application, transportation, repair,
. ] building/offive, forest/woods, agricultural maintenance of application equipment,
Intentional misuse {specify crop), right-of-way, (rail, utility, manufacturing/formuolating).
No highway)).

Applicator certified
PCO?
No

Home

See Incident Description Notes

How exposed:
(examples include direct
contact with treated
surface, ingestion, spill,
drift, runoft).

See Incident
Descriptien

Brief description of mcident circumstances

Version ; 3-Dec-2020 at 10:57
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Voluntary Industry Reporting Form for 6(a)(2) Information Involving Humans

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Age: 62 Year(s) -

Sex: Female
Occupation ( if relevant)

Exposure route: Was adverse effect result of

saicide/homicide or attempted
suicideshomicide?

Other No

Was protective clothing worn
{(specify) 7

If female, pregnant ?

No

Time between exposure and
onset of symptoms:

Was exposure occupational?

If yes, days lost due to illness: 4 Hours *

Type of medical care sought (examples
include none, clinic, hospital emergency
department, private physician, PCC,
hospital inpatient)

Exposure data:
Amount of pesticide:
Unknown per 1

Expose duration:
0 Days
Patient weight:

UNK

Human severity category

H-C

List signs/symptoms/adverse effects
Dizziness

Nausea

Malaise

Emesis

Ataxia

Ataxia

Ear pain

Dyspepsia

If lab tests were performed, list
test names and results(If available
submit report).

None reported

This box can be used to provide any explanatory or qualifying information surrounding the incident. {add additional pages if necessary)

Internal ID #

2020-~U50059731

* approximate

Version : 3~Dec-2020 at 10:57
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Voluntary Industry Reporting Form for 6(2)(2) Adverse Effects [ncident Information

Duplicate of -021

Provide all known, required information. If required data field information is unkvnown, designate as such in appropriate area. Page 1 of 3
Row 1 Reporter Name Subntission Contact person (if different than reporter) | Internal D #
Administrative Mg patricia  Bolden date. Not Provided 2020-US0059951
Data 12-16-2020
Address Address
11575 Fisher Rd USA
BON AQUA
Tennessee
37025
USA
Phone # Phone #
9316705763
Incident Status: Location and date of incident. DJate registrant Was incident part of larger study 7
New E‘)ec'admetaware of
{f update,include date of inedent. No
original submission 11-23-2020
09-01-2019
Row2 EPA Registration # (Product 1) EPA Registration # (Product 2} EPA Registration # (Product 3}
Pesticide(s)
Involved 11556155
AL (s) Al (s) Al (s)
Flumethrin-Imidacioprid
Product 1 name Product 2 name Product 3 name
Seresto Dog (unspecified)
Exposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution ? | Exposed to concentrate prior to dilution ?
Formulation Formulation Formulation
Collar
Row 3 Evidence label directions |Incident site: (Examples include home, yard, Situation (act of using product) :(examples
Incident were not followed? school, industrial, nursery/ greenhouse, including mixing/loading, reentry,
Circumstances Yes surface water, commercial turf, application, transportation, repair,
o . building/office, forest/woods, agricultural maintenance of application equipment,
Intentional misuse (specify crop), right~of-way, (rail, utility, manufacturing/formulating).
No highway)).
Applicator certified Home See Incident Description Notes
PCO?
No
How exposed: Brief description of incident circumstances

(examples include direct
contact with treated
surface, ingestion, spill,
drift, runoff).

See Incident
Description

Version : 2-Dee-2020 at 07:07
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Volantary Industry Reporting Form for 6(a)(2) Information Invelving Humans

Provide all known, required information. If required data field information is unkunown, designate as such in appropriate area,

Page 3 of 3

Demographic information:
Ager Aduit

Sex : Male
Oceupation { if relevant)

Exposure route: Was adverse effect result of

suicide/homicide or attempted
suicide/homicide?

Other No

Was protective clothing worn
(specify) ?

If female, pregnant 7

‘Was exposure occupational?
No
i yes, days lost due to illness:

Time between exposure and
onset of symptons:

2 Hours *

Type of medical care sought (examples
include none, clinic, hospital emergency
department, private physician, PCC,
hospital inpatient)

medical induced coma,

Exposure data:
Amount of pesticide:
Unknown per 1

Expose duration:
0 Days
Patient weight:

UNK

Human severity category

H-B

List signs/symptoms/adverse effects
Systemic disorder NOS
Convulsion

Anaphylaxis

if iab tests were performed, list
test names and results(If available
submit report).

Nane reported

This box can be used to provide any explanatory or qualifying information surrounding the incident. {(add additional pages if necessary)

Internal ID #

2020-US0059951

* approximate

Yersion : 2-Dec-2020 at 07:07
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View!Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Szlect the Print button on the print dialog
box that appears. Note: If your browser does not sLipport this function select Print from the File menu to print the label,

2. Fold the printed fabel at the solid line below. Place the label in a UPS Shipping Pouch. if you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TQ UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM) location, URS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. Items sent via UPS Retumn Services(SM) (inciuding via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup ali your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Palnt™ UPS Accass Polat™ UPS Access Polnt™
THE UPS STORE ADVANGE AUTO PARTS STORE #5838 HYPER COMPUTER AND BATTLE GAME
13851 WBIRD ST 11818 SHAWNEE MISSION PKWY 11841 JOHNBON OR
SHAWNEE KS 58218 SHAWNEE KS 56203 SHAVWNEE KS 66218
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached {o your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the fabel.

2, Fold the printed label at the solid line below. Flace the label in a UPS Shipping Pouch. i you do not have a pouch, affix the
folded fabel using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM) focation, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. Hems sent via UPS Return Services(SM} (including via Ground) are aiso
accepted at Drop Boxes. To find the location nearest you, please visit the Resocurces area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Actess Point™ UFS Ancess Poimt™ UPS Accass Point™
THE UFS STORE ADVANCE AUTO PARTS STORE #5498 HYPER SOMPUTER AND BATTLE GAME
13851 WB3RD T 11818 SHAWNEE MISSION PKWY 11941 JOHNSON DR
SHAWNEE ,KS 56218 SHAVNEE K5 68208 SHAVNEE KS 56216
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function sefect Print from the File menu to print the iabsl.

2. Fold the printed label at the solid line below. Place the label in @ UPS Shipping Pouch. if you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label,

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s} as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM} focation, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. ftems sent via UPS Return Services(SM) {including via Ground} are also
accepted at Drop Boxes, To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Roint™ UPS Access Point™ UPS Access Point™
THE UP3 STORE ADVANCE AUTC PARTS STORE #5998 HYPER COMPUTER AND BATTLE GAME
13851 WEHIRD &1 11818 SHAWNEE MISSION PKWY 11841 JOHNSON DR
SHAWNEE K5 68216 SHAWNEE KS 66203 SHAWNEE XS 86216
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UPS CampusShip | UPS - United States Page 1 of |

UPS CampusShip: View/Print L.abel

1. Ensure there are no other shipping or tracking lahels attached to your package. Selsct the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the label.

2. Fold the printed label at the solid line below. Place the label in a UPS Shipping Pouch. If you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver wilt pickup your shipment(s} as usual,

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point(TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near vou. ltems sent via UPS Return Services{SM) (including via Ground) are also
acoepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations,

Schedule a samea day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Poim™ UPS Accass Point™ UPS Access Point™

THE LPS STORE ADVANCE AUTO PARTS STORE #5398 HYPER COMPUTER AND BATTLE GANME
13851 WHIRE §T 11818 SHAWNEE MISBION PR 11941 JOHNSON BR
SHAWNEE KS 66216 SHAWNEE KS 55203 SHAWNEE KS 56216
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UPS CampusShip | UPS - United States Page l of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking lahels attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the fabel.

2. Fold the printed lahel at the sclid line below. Place the label in a UPS Shipping Pouch. f you do not have a pouch, affix the
folded tabe! using clear plastic shipping tape over the entire iabel.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment{s) as usual.

Customers without a Daily Pickup

Take your package o any location of The UPS Store®, UPS Accass Point{TM} location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Cutlet near you. items sent via UPS Return Services(SM) (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resourcas area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Paint™ UFS Ancess PoinfT™ UPS Actass Polnt™
THE UPS STORE ADVANCE AUTQ PARTS STORE #5954 HYPER COMPUTER AND BATTLE GAME
13851 WE3RD ST 11818 SHAWNEE MISSION FIUWY 11841 JOBNSON DR
SHAWNEE KS 66216 SHAWNEE KS 65203 SHAWNEE KS 88215
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January 28, 2021

U.S. Environmental Protection Agency
Document Processing Desk - 6(a)(2)
Office of Pesticide Programs - 7504F
Room 5-49800, One Potomac Yard
Arlington, VA 22202-4501

SUBJECT: 8(a)(2) Incidents Accumulated for Month of December, 2020

Dear SiYMadam:

Please find additional Elanco US Inc. 6(a}{2) incidents
accumulated during the month of December, 2020, These incidents

are being submitied in accordance with FIFRA Section 6(a)(2).

Please feel free to contact me at chris.ensley@baver.com or 913-268-2730,

i1 can provide any additional information, or to be any further assistance.

Respectfully,

Elanco US Inc

Chris Ensley
Regulatory Affairs Specialist
Enck Elanco report nos:

2020-Us0062371, 2020-US0062390

Elanco US Inc
PO Box 380
Shawnee
Mission, Kansas
66201-0390
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January 28, 2021

Adverse Effects Coordinator
Department of Pesticide Regulation
Pesticide Registration Branch

1001 | Street, PO Box 4015
Sacramento, CA 95812-4015

SUBJECT: 8(a)(2) Incidents Accumulated for Month of December, 2020
CCR Section 6210 Submission

Elanco Us Inc

Adverse Events Coordinator: PO Box 390
Enclosed please find Elanco’s letters addressed to the U.S. EPA with the ISé;awnee Mission,
descriptions of Elanco US Inc. incidents attached and submitted to 66201-0390
FIFRA 6(a)(2). Please feel free to contact me at chris.ensley@elancoah.com or
913-268-2730, if 1 can provide any additional information, or to be any
further assistance.
Respectfully,
Elanco US Inc

Chris Ensley

Regulatory Affairs Specialist

Encl: U.S. EPA letters dated January 28, 2021 with attachments.
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January 28, 2021

Labelle Hicks, Ph.D. DABT

Maine Board of Pesticides Control
28 Statehouse Station

Augusta, M2 04333

SUBJECT. 6(a)(2) Incidents Accumulated for Month of December, 2020.

Dear Dr. Hicks: Flanco US Inc
Enclosed please find Elanco's letters addressed to the U.S. EPA with the PO Box 390
Shawnee Mission,
descriptions of Elanco US Inc., incidents attached and submitted pursuant to KS, 66201-0390
FIFRA 6(a)(2). Please fee! free to contact me at chris.ensley@elancoah.com or
913-268-2730, if | can provide any additional information, or to be any
further assistance.
Respectfully,
EFlanco US Inc
Chris Ensley
Regulatory Affairs Specialist
Encl: UG, EPA letters dated January 28, 2021 with attachments.
143

ED_005739A_00423812-00143



January 28, 2021

Paula McBath, Enviromental Chemist il

Pesticide Product Registration Section

MNew York State Department of Environmental Conservation
525 Broadway

Albany, NY 12233-7257

SUBJECT: 8(8)(2) Incidents for Month of December 2020 Section 326.14 (f) Reporting
Dear Paula McBath:

Enclosed please find Elanco's lelters addressed to the U.S.
Elanco USInc

EPRPA with the descriptions of Elanco US Inc. incidents affached and submitted PO Box 390
Shawnee Mission, K8,
pursuant fo FIFRA 6(a}(2). 63010390

Please feel free 1o contact me at chris.ensley@elancoah.com or 813-268-2730,

if t can provide any additional information, or 1o be any further assistance.

Respectiully,

Elanco US Inc

Chris Ensley
Regulatory Affairs Specialist

Encl: U.S. EPA letters dated January 28, 2021 with attachments.
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January 28, 2021

Mr. Kevin Haack

Texas Department of Agriculture

Pesticide Registration Program

Stephan F. Austin Building

1700 No. Congress Ave., Austin, TX 78701

SUBJECT: 6{a){2) Incidents Accumulated for Month of December, 2020

Dear Mr. Haack:

Enclosed please find Elanco’s letters addressed {0
the U.5. EPA with the descriptions of Elanco US Inc. incidents
attached and submitted pursuant to FIFRA 6(a)(2).

Please feel free fo contact me at chris.ensley@elancoah.com or at

813-268-2730, if | can provide any additional information,

or to be any further assistance.

Respectiully,

Elanco US Inc

Chris Ensley
Regulatory Affairs Specialist

Encl: U5, EPA letlers dated January 28, 2021 with attachments.

Tlanco US Inc
PO Box 390
Shawnee Mission,
KS, 66201-039¢
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-022

Volontary Industry Reporting Form for 6(a)(2) Adverse Effects Incident Information

Provide all known, required information. If required data field information is unknown, designate as such in appropriate area. Page 1 of 3
Row 1 Reporter Name Submission Contact person (if different than reporter) | Internal D' #
Administrative |y kigperly Coogan date. Not Applicable 3020-4S0062371
Data 01-28-2021

Address Address

9401 Water Fern Circle USA

Clermont

Florida

34711

USA

Phone # Phone #

352-552-58088
Incident Status: Location and date of incident. Date registrant Was incident part of farger study ?
New @sec;’;metaware of
If update,include date of merdent. No
original submission 13-14-7020
12-06-2020 )

Row 2 EPA Registration # (Product 1) EPA Registration # (Product 2) EPA Registration # (Product 3)
Pesticide(s)
Tnvolved 11556-125

Al (s) Al (s) Al (s)

Imidacloprid-Pyriproxyfen
Product 1 name Product 2 name Product 3 name
Advantage II Medium Dog
Exposed to concentrate prior to dilution 7 {Exposed to concentrate prior to dilution 7 | Exposed to concentrate prior to dilution ?
Formulation Formulation Formulation
Topical solution
Row 3 Evidence label directions | Incident site: (Examples include home, yard, Situation (act of using product) :(examples
Incident were not followed? school, industrial, nursery/ greenhouse, including mixingloading, reentry,
Cireumstances Yes swrface water, commercial turf, application, transportation, repair,
) - building/office, forest/woods, agricultural maintenance of application equipment,
Intentional misuse (specify crop), right-of-vay, (rail, utility, manufactwring/formulating).
No highway)).

Applicator certified
PCO?
No

Home

See Incident Description Notes

How exposed:
(examples include direct
contact with treated
surface, ingestion, spill,
drift, runoff}.

See Incident
Descriptian

Brief description of incident circumstances

Version : 18-Dec-2020 at 16:44
146

ED_005739A_00423812-00146



Voluntary Industry Reporting Form for 6(a}(2) Adverse Effects Incident Information
Provide all known, required information. If required data field information is unknown, designate as such in appropriate area, Page 2 of 3

Internal ID # 2020-US0062371

Brief description of incident circumstances

On approximately 03-Dec-2020, a 48 year old, 137 pound, woman, in unknown condition, with the
concomitant medical conditions of an allergy, a food allergy, celiac disease and a hiatal
hernia, was secondarily exposed to an unknown amount of Advantage I1 Medium Dog
{Imidacioprid-Pyriproxyfen) on the hands when she pet her dog that had the product applied on
approximately 30-Nov-2020.

On approximately 06-Dec-2020, the individual experienced skin warmth on the face, erythema on
the face, a burning sensation on the ears, tongue edema, lip edema and a sore mouth, She self
administered diphehydramine and prednisone, that she had on hand in the home.

On 13-Dec-2020, she experienced confusion, dehydration and weight loss. She was examined by a
physician, was diagnosed with an allergic reaction and was started on an unspecified
antihistamine and 20 mg prednisone.

On approximately 14-Dec-2020, she experienced lethargy. Symptoms continued.

Version : 18-Dec-2020 at 16:44
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Voluntary Industry Reporting Form for 6(2)(2) Information Involving Humans

Provide all known, required information, If required data field information is unknown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Aget 48 Year(s)

Sex : Female
Occupation ( if relevant)

Exposure route:

Other

Was adverse effect result of
suicide/homicide or attempted
suicide/homicide?

Na

‘Was protective clothing worn
(specify) ?

If female, pregnant ?

Unknown to Company

Was exposure occupational?

If yes, days lost due to iliness:

Time between exposure and
onset of symptoms:

3 Days *

Type of medical care sought (examples
include none, clinic, hospital emergency
department, private physician, PCC,
hogpital inpatient)

benadryl and another

Exposure data:
Amount of pesticide:
Unknown per 1

Exposc duration:
0 Days
Patient weight:
137 Pounds

Huwnan severity category

H-C

List signs/symptoms/fadverse effects
Tongue disorder
Erythema

Erythema

Mental confusion
Dehydration

Oral pain

Paraesthesia

Allergic ocedema

Weight loss

Hypersensitivity reaction

Lethargy

If lab tests were performed, list
test names and results{If available
submit report),

None reported

This box can be used to provide any explanatory or qualifying information suerounding the incident. (add additional pages if necessary)

Internal 1D #

2020-U50062371

* approximate

Version : 18-Dec-2020 at 16:44
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Voluntary lndustry Reporting Form for 6(a)(2) Adverse Effects Incident Information
Provide all known, required information. If required data field information is unknown, designate as such in appropriate area.

Part of -022

Page | of 3

Row 1 Reporter Name Submission Contact person (if different than reporter) | Internal {D #
Administrative |y Kimberly Coogan date. Not Applicable 2020-456062390
Data 01-28-2021

Address Address

9401 Water Fern (ircle UsSA

Clermont

Florida

24711

USA

Phone # Phone #

352-552-58088
Incident Status: Location and date of incident. Date registrant Was incident part of larger study ?
New Paﬁ;f}ilnetaware of
{f update,include date of neident. No
original sebmission 12-14-7070
12-06~2020

Row 2 EPA Registration # (Product 1) EPA Registration # {Product 2) EPA Registration # {Product 3}
Pesticide(s)
Involved 11556-125

Al (8) Al () Al (s)

Imidactoprid-Pyriproxyfen
Product 1 name Product 2 name Product 3 name
Advantage II Medium Dog
Exposed to concentrate prior to dilution 7 | Exposed to concentrate prior to dilution 7 | Exposed to concentrate prior to dilution ?
Formaulation Formulation Formudation
Topical solution

Row 3 Evidence label directions |Incident site: (Examples include home, vard, Situation (act of using product) (examples
Incident were 1ot followed? school, indostrial, mursery/ greenhouse, including mixing/loading, reentry,
Circumastances Yes surface water, commerciaf turf, application, transportation, repair,

Intentional misuse

building/office, forest/woods, agricultural
{specify crop), right-of-way, (rail, atility,

manufacturing/formulating).

maintenance of application equipment,

No highway)).
- s \
Applicator certified Home See Incident Description Notes
PCO?
No
How exposed: Brief description of incident circumstances

(examples include direct
contact with treated
surface, ingestion, spill,
drift, runoff).

See Incident
Description

Version : 7-Jan~2021 at 11:53
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Voluntary Tndustry Reporting Form for 6(a)(?) Adverse Effects Incident Information
Provide all known, required information, If required data field information is unknown, designate as such in appropriate area. Page 2 of 3

Internal ID # 2020-US0062330

Brief description of incident circumstances

On 06-Dec-2020, an 18 year old, 189 pound, man, in unknown condition, with no known concomitant
medical conditions, was secondarily exposed to an unknown amount of Advantage II Medium Dog
(Imidactoprid-Pyriproxyfen) that was applied to a dog on approximately 30-Naov-2020. No known
direct contact occurred.

Approximately 30 minutes post exposure, the individual experienced skin warmth on the ears,
erythema on the ears and hives. He self acdministerecd diphenhydramine and took a shower.
Approximately 1 hour post onset, the sympfoms resolved and he recovered without medical
intervention.

No further information is expected. The case is closed.

Version : 7-Jan-2021 at 11:53
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Volantary Industry Reporting Form for 6(a)(2) Information Involving Humans

Provide all knowa, required information. If required data field information is unknown, designate as such in appropriate area.

Page 3 of 3

Demographic information:
Age: 18 Year(s) -

Sex: Male
Occupation ( if relevant)

Exposure route: Was adverse effect result of

suicide/homicide or attempted
suicide/homicide?

Other No

Was protective clothing worn
(specify) ?

If female, pregnant ?

Time between exposure and
onset of syraptoms:

Was exposure occupational?

If yes, days lost due to illness: 30 Minutes *

Type of medical care sought (examples
include none, clinic, hospital emergency
department, private physician, PCC,
hospital inpatient)

Exposure data;
Amount of pesticide:
Unknown per 1

Expose duration:
0 Days
Patient weight:
185 Pounds

Human severity category

H-C

List signs/symptoms/adverse effects
Urticaria

Erythema

Erythema

if {ab tests were performed, list
test names and results(If available
submit report).

None reported

This box can be used to provide any explanatory or qualifying information surrounding the incident. (add additional pages if necessary)

Internal 1D #

20206-US006239¢

* approximate

Version : 7-Tan~2021 at 11:53
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UPS CampusShip | UPS - United States Page lof 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached {o your package. Select the Print button on the print dialog
box that appears. Note: If your browser doas not support this function select Print from the File menu to print the label.

2. Fold the printed label at the solid line helow. Place the label in a UPS Shipping FPouch. If you do not have a pouch, affix the
folded fabel using clear plastic shipping tape over the entire fabel.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Dally Pickup
Your driver will pickup your shipment{s) as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM) location, UPS Drop Box, URPS Customer Center,
Staples® or Authorized Shipping Outlet near you. Hems sent via UPS Return Services(SM) (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Aceess Pafm™ UPS Access Paoint™ UPS Access Point™
THE UPS STORE ADVANGE AUTD PARTS STORE #5298 HYPER COMPUTER AND BATTLE GAME
13851 WHIRD ST 11813 SHAWNEE MISSION PKWY 11941 JOHNSON DR
SHAWNEE KS 66216 SHAWNEE K3 65203 SHAWNEE KS 56216
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print buttort on the print dialog
box that appears. Note: If your browser does not support this funiction select Print from the File menu to print the label.

2. Fold the printed label at the solid line below. Place the label in a UPS Shipping Pouch. if you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual.

Customers without a Daily Pickup

Take your package fo any location of The UPS Stare®, UPS Access Point{Ti) location, LIPS Drop Box, UPS Custorner Center,
Staples® or Authorized Shipping Outlet near you. ftems sent via UPS Return Services(SM) {including via Ground) are also
accepted at Drop Boxes. To find the jocation nearest you, please visit the Rasourcas area of CampusShip and select UPS
Locations,

Schedule a same day or future day Pickup to have a UPS driver pickup ali your CampusShip packages.

Hand the package to any UPS driver in your area.

UPs Access Point™ UPS Access Foint™ UPS Access Poinf™
THE UPS STORE ADVANCE AUTQ PARTS STORE #5998 HYPER COMPUTER AND BATTLE CGAME
13851 WH3RD ST 11818 SHAWNEE MISSION PKWY 11841 JOHNSON DR
SHAWNEE XS 58216 SHAWNEE KS 86203 SHAWNEE KS 66216
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UPS CampusShip | UPS - United States

U

1

PS CampusShip: View/Print Label

Ensure there are no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the label.

2. Fold the printed label af the solid line below. Place the fabel in 2 UPS Shipping Pouch. f you do not have a pouch, affix the

foided label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS

Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usuai.

Customers without a Daily Pickup

Take your package to any focation of The UPS Store®, UPS Access Point(TM}) location, UPS Drop Box, UPS Customer Center,
Stapies® or Authorized Shipping Outlet near you. ltems sent via UPS Return Services{SM) {including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations,

Schedule a same day or future day Pickup to have a UPS driver pickup ail your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Accass Poiat™
THE UPS STCRE
13851 WH3R0 ST
SHAWNEE K8 85215

UPS Aceess Peint™

ADVANCE AUTO PARTS STCRE #5398
11518 SHAWNEE MISSION PKWY
SHAWNEE KG 66203

UPS Access Point™

HYPER COMPUTER AND BATTLE GAME
11841 JOHNSON DR

SHAWNEE K5 56216

Page 1 of' 1
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UPS CampusShip | UPS - United States Page | of 1

UPS CampusShip: View/Print Label

1. Ensure thers are no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the label.

2. Fold the printed label at the solid line below. Place the iabel in a UPS Shipping Pouch. If you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire Jabel.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment{s} as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Accass Point{TM} location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. ftems sent via UPS Return Services(SM) {including via Ground) are aiso
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Point™ UPS Access Poipt™ UPS Azcess Point™
THE UPS STORE ADVANCE AUTO PARTS STORE #5088 HYRER COMPUTER AND BATTLE GAME
13851 WEIRD ST 14818 SHAWNEE SISSION PKWY 11941 JOHNSON DR
SHAWNEE KS 65215 SHAWNEE KS 86263 SHAVWNEE KS 66218
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels atiached to your package. Select the Print button on the print dialog
box that appears. Note: i your browser does not support this function select Print from the File menu to print the tabel.

2. Fold the printed label at the solid line helow. Place the label in a UPS Shipping Pouch. If you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. ltems sent via UPS Return Services(SM} (including via Ground) are also
accepled at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area,

UPS Accass Point™ UPS Access Paini™ UPS Acoess Peint™
THE UPS STORE ADVANDE AUTD PARTS STORE #5988 HYPER COMPUTER AND BATTLE GAME
13881 WESRD 8T 11818 SHAWNEE MISSION PKWY 11841 JOHNSON DR
SHAWNEE KS 68218 SHAWNER KS 682133 SHAWNEE \KS 66218
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February 23, 2021

U.8. Environmental Protection Agency
Document Processing Desk - 6(a)(2)
Office of Pesticide Programs - 7504P
Room $-4800, One Potomac Yard

Arlington, VA 22202-4501 Flance US Tne
PO Box 390

SUBJECT: 8(a)(2) Incidents Accumulated for Month of January, 2021 Shawnee
Mission, Kansas

Dear Sir/Madam: 66201-0390

Please find additional Elanco US Inc. 8(a)}{2} incidents
accumulated during the month of January, 2021. These incidents

are being submitted in accordance with FIFRA Section 8(a}{(2).

Please feel free to contact me at chris.ensley@bayer.com or 813-268-2730,

if I can provide any additional information, or to be any further assistance.

Respectiully,

Elanco US Inc

Chris Ensley
Regulatory Affairs Specialist
Ench Elanco report nos:

There were no incidents during this fime frame fo report.
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February 23, 2021

Adverse Effects Coordinator

Department of Pesticide Regulation

Pesticide Registration Branch

1001 | Strest, PO Box 4015

Sacramento, CA 9581240156

SUBJECT: 6(a)(2) Incidents Accumulated for Month of January, 2021
CCR Section 6210 Submission

Adverse Events Coordinator

Enclosed please find Elanco's letters addressed to the U.5. EPA with the
descriptions of Elance US Inc. incidents attached and submitied to
FIFRA b{a){2). Please feel free to contact me at chris.ensley@elancoah.com or

913-268-2730, if | can provide any additiona!l information, or to be any

further assistance.

Respectfully,

Elanco US Inc

Chris Ensley

Regulatory Affairs Specialist

Encl: U.S. EPA letters dated February 23, 2021 with attachments.

Elanco Us Inc

PO Box 380
Shawnes Mission,
K5

56201-03%0
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February 23, 2021

Labelle Hicks, Ph.D. DART

Maine Board of Pesticides Control
28 Staiehouse Siation

Augusta, ME 04333

SUBJECT: 8(a)(2) Incidents Accumulated for Month of January, 2021.

Dear Dr. Hicks: Flanco US Inc
PO Box 390

) Shawnee Mission,
descriptions of Elanco US Inc., incidents attached and submitted pursuant to KS, 66201-0390

Enclosed please find Elanco's letters addressed to the U.S. EPA with the

FIFRA 8(a)(2). Please feel free to contact me at chris.ensley@elancoah.com or
913-268-2730, if | can provide any additional information, or to be any

further assistance.

Respectfully,

Elanco US Ino

Chris Ensley

Regulatory Affairs Specialist
Encl U.S. EPA letters dated February 23, 2021 with attachments,
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February 23, 2021

Paula McBath, Enviromental Chemist i

Pesticide Product Registration Section

New York State Department of Environmental Conservation
625 Broadway

Albany, NY 12233-7257

SUBJECT: 6(a){2) Incidents for Month of January 2021 Section 326.14 {f) Reporting
Dear Paula McBath:

Enclosed please find Elanco’s letters addressed to the U.S.
Flanco US Inc

EPA with the descriptions of Elanco US Inc. incidents attached and submitted PO Box 390

pursuant o FIFRA 6(a)(2). Zg&‘fzﬁg‘%m“’ ks,

Please feel free to contact me at chris.ensley@elancoah.com or 813-268-2730,

if | can provide any additional information, or to be any further assistance.

Respectiully,

Elanco US Inc

Chris Ensley
Regulatory Affairs Specialist

Encl: U.5. EPA letters dated February 23, 2021 with attachments.

160

ED_005739A_00423812-00160



February 23, 2021

Mr. Kevin Haack

Texas Department of Agriculture

Pesticide Registration Program

Stephan F. Austin Building

1700 No. Congress Ave., Austin, TX 78701

SUBJECT: 6{(a)(2) Incidents Accumulated for Month of January, 2021
Dear Mr. Haack:

Enclosed please find Elanco's letters addressed to
Elanco US Inc

the U.S. EPA with the descriptions of Elanco US Inc. incidents PO Box 390
, Shawnee Mission,
attached and submitted pursuant to FIFRA 6{a)(2). KS, 66201-0390

Flease feel free to contact me al chris.ensley@elancoah.com or at
913-268-2730, if | can provide any additional information,

or to be any further assisiance.

Respectfully,

Elanco US Inc

S WRA

Chris Ensisy
Regulatory Affairs Specialist

Encl: U.S. EPA lefters dated February 23, 2021 with attachments.
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached {o your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu fo print the label.

2. Fold the printed label at the solid line below. Place the label in a UPS Shipping Pouch. If you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual,

Customers without a Daily Pickup

Taka your package to any location of The UPS Store®, UPS Access Point{ TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. items sent via UPS Return Services(SM) (including via Ground) are ajso
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locaticns.

Schedule a same day or future day Pickup to have a UPS driver pickup afl your CampusShip packages.

Hand the package to any UPS driver in your araa.

UPS Access Poin(™ UPE Access Poinl™ UPS Access Poimt™
THE UPS STORE ADVANCE AUTO PARTS STORE #5933 HYFER COMPUTER AND BATTLE GAME
13681 WE3RD 8T 11818 SHAWNEE MISSION PRWY 11941 JOHNSON DR
SHAWNEE K& 66216 SHAWKREE K3 68203 SHAWNEE KS 66216
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the fabel.

2. Fold the printed fabel at the solid line below. Place the fabel in 2 UPS Shipping Pouch. If you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customars with a Daily Pickup
Your driver will pickup your shipment(s) as usual.

Customars without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point(TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. Items sent via UPS Return Services{SM) (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Lecations,

Schedule a same day or future day Pickup to have a UPS driver pickup alt your CampusShip packages.

Hand the package io any UPS driver in your area.

UPS Access Point™ UPS tccess Point™ UPS Access Polnt™
THE UPS STORE ADVANCE AUTO PARTS STORE #5988 HYPER COMPUTER AND BATTLE GAME
12851 WBH3RD ST 11818 SHAVWNEE MISSION PRWY 11841 JORNSON DR
SHAWNEE KS 66215 SHAWMEE KS 88203 SHAWNEE K13 66216
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UPS CampusShip | UPS - United States Page 1 of 1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Sslect the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the label.

2. Fold the printed label at the solid line below, Place the label in a UPS Shipping Pouch. if you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire 1abel.

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipmeni{s) as usual.

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point(TM) location, UPS Orop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. items sent via UP S Retumn Services(SM) {including via Ground) are also
accepted at Drop Boxes, To find the focation nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Pojmt™ LIPS Access Poini™ UPS sccess Poimt™
THE UPS S TORE ADVANGE AUTO PARTS STORE #5398 HYPER COMPUTER AND BATTLE GAME
13851 W BORD ST 11818 SHAWNEE MISSION PKAWY 11841 JOHNSON DR
SHAWNEE KS 85218 SHAVWNEE ,KS 85203 SHAWNEE KS 86216
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UPS CampusShip | UPS - United States Page 1 of |

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached to your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the label.

2. Fold the printed label at the solid line helow. Place the {abel in 8 UPS Shipping Pouch. If you do not have a pouch, affix the
folded label using clear plastic shipping tape over the entire label.

3, GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual,

Customers without a Daily Pickup

Take your package to any location of The UFS Store®, UPS Access Poinl(TM) location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Qutlet near you. ltems sent via UPS Return Services{SM] (including via Ground) are also
accepted at Drop Boxes. To find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations,

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area,

UPS Accass Polnt™ UPE Access Poinlth UPS Access Point™
THE UPS STORE ADVANGCE AUTO PARTS STORE #5998 HYPER COMPUTER AND BATTLE GAME
13851 WE3RD ST 118718 SHAWNEE MISSION PKWY 11841 JOHNSON DR
SHAWNEE K 86216 SHAWNEE K 66203 SHAVWNEE KS 66216
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UPS CampusShip | UPS - United States Page 1 of1

UPS CampusShip: View/Print Label

1. Ensure there are no other shipping or tracking labels attached fo your package. Select the Print button on the print dialog
box that appears. Note: If your browser does not support this function select Print from the File menu to print the label.

Fold the printed label af the solid line below. Place the label in a UPS Shipping Pouch, If you do not have a pouch, affix the
folded tabel using clear plastic shipping tape over the entire label.

I

3. GETTING YOUR SHIPMENT TO UPS
Customers with a Daily Pickup
Your driver will pickup your shipmenit(s) as usual,

Customers without a Daily Pickup

Take your package to any location of The UPS Store®, UPS Access Point{TM} location, UPS Drop Box, UPS Customer Center,
Staples® or Authorized Shipping Outlet near you. ltems sent via UPS Return Services(SM) (including via Ground) are also
accepted at Drop Boxes. Te find the location nearest you, please visit the Resources area of CampusShip and select UPS
Locations.

Schedule a same day or future day Pickup to have a UPS driver pickup all your CampusShip packages.

Hand the package to any UPS driver in your area.

UPS Access Fait™ LIP3 Access Point™ UPS Atcess Fal™
THE UPS STORE ADVANCE AUTO PARTS STORE #5338 HYPER COMPUTER AND BATTLE GAME
13851 WEHIRD §F 11818 SHAVWNEE MISSION PHWY 11441 JOHNSON DR
SHAWNEE XS 66215 SHAWNEE K8 66203 SHAWNEE KS 56216
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